HNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



VTOBI/I JIEKapCTBEH MPOAYKT TOJICKH Ha JOMBIHUTETHO HabmoaeHne. Tosa e mo3Boiau 0bp30TO
YCTaHOBsIBaHE Ha HOBa MH(OpMaIMs OTHOCHO Oe3omacHOCTTa. OT MEAWIIMHCKHUTE CIICIIUAIICTH Ce
M3HCKBa JIa ChOOIaBaT BCsIKA IMOA03UPaHa HeKellaHa peakifus. 3a HaurHa Ha choOIIaBaHe Ha
HEXEJIaHU PEaKlMK BUXKTE Touka 4.8

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Vaxzevria THXEKIIMOHHA CyCIICH3HS
Bakcuna cperry COVID-19 (ChAdOx1-S [pexomOnHaHTHA])
COVID-19 Vaccine (ChAdOx1-S [recombinant])

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ChbImecTByBaT MHOTO030BH (IaKOHH, KOUTO chabpikaT 8 win 10 mo3u no 0,5 ml Ha ¢uakoH (BXK.
TO4Ka 6.5).

Enna noza (0,5 ml) ceappixa:

AZeHOBHpYC OT IIUMITaH3€, KOAUpaL] BUpycHUs mumoB (spike) riaukonporenn Ha SARS-CoV-2
(ChAdel—S)*, He 1mo-MaJko ot 2,5 x 108 nH(peknno3nu equanny (infectious units, Inf.U)
“TIpoussejieH B TeHETHYHO MOAUGBUIMPAHH YOBEIIKH eMOpuoHanuu 6s6pedny (human embrionic
kidney, HEK) 293 knerku upe3 pexomOunantaa JJHK TexHonorus.

To3u npoayKT chabprka reHeTHYHO Moauduuupanu oprauusmu (I'MO).

IToMOMIIHO BENIECTBO C U3BECTHO JCHCTBHUE
Besika mo3a (0,5 ml) ceabprxa npubau3uTeHo 2 mg eTaHoM.

3a IIBJIHUS CIIMCHK Ha IIOMOIIHHUTE BCIICCTBA, BUXKTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
WmxexnuonHa cycrieH3usl (MHKESKITH )

Cycniensusira e Oe3nperHa 10 OnemokadsiBa, buctpa 10 nomynpospauna ¢ pH 6,6.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHUS

Vaxzevria e moka3zaHa 3a akTHBHa UMyHH3auus 3a npeseHus Ha COVID-19, npuunnen ot
SARS-CoV-2, nmpu nuia Ha Bb3pacT 18 1 moBeye roarHU.

VYnotpebara Ha Ta3u BaKCHMHA TPsOBa Aa Obe B COTBETCTBUE C OPUIIHATTHUTE MPETIOPHKHU.
4.2 Jlo3upoBKA M HAYWH HA NMPHIIOKEHHE

EOL’J/IQOBK&

Jluya na év3pacm 18 u noseue 200unu
KypcbTt Ha BakcuHanus ¢ Vaxzevria ce CbCTOH OT ABE OTAEIHU 103U 1o 0,5 ml Bcska. Bropara nosa
TpsiOBa 11a ce npwIoku Mexny 4 u 12 ceamuim (28 no 84 nuu) cnen mppBara 1o3a (Bx. Touka 5.1).



Jlunceat maHHM 3a B3arMo3aMeHseMOCT Ha Vaxzevria ¢ apyru Bakcunau cpenry COVID-19, 3a na ce
3aBBPIIH KypChT Ha BakcHHAIMS. JIMITa, KOMTO ca MoTydwiiy ITbpBara 103a Ha Vaxzevria, Tpsa0OBa 1a
MOJTy4JaT BTOpaTa J03a Vaxzevria, 3a ia ce 3aBbpIINd KypChT Ha BAKCHHAITHSL.

THonynayus 6 cmapuecka 6v3pacm
He ce nanara kopurupasne Ha no3ata. Buxre cbio Touka 5.1.

THeouampuuna nonyrayus
BezomacHocTTa 1 epukacHOCTTa HA Vaxzevria npu Jela U I0HOIIH (IT0-MaJky OT 18 ronuHu) Bee olle

HC Ca YCTAHOBCHU. JIuncpar JaHHU.

Hauwun Ha OPUITOKCHHUEC

Vaxzevria e caMmo 3a HUHTPAMYCKYJIHO MHIKCKTHPAHE, 3a MPCATIOYUTAHC B ACITOUAHUSA MYCKYJ B
rOopHaTa 4aCT HAa pbKaTa.

He HH)KGKTPIpafITC BAaKCHHATA UHTPABACKYJIApPHO, TOAKOKHO WU UHTPAACPMAIHO.

Bakcunara He TpH6Ba Ja ¢ CMCECBa C APYTHU BAKCHHU WJIU JICKAPCTBCHU MPOAYKTH B ChIllaTa
CIIPUHIOBKA.

3a npenanazHuTe MEPKU, KOUTO TPSAOBA J]a ce B3eMaT Mpeu MpriaraHe Ha BAKCHHATA, BIDKTE
Touka 4.4.

3a yka3aHHs OTHOCHO paboTara ¢ BaKCHHATA U U3XBBPIISTHETO M, BUXKTE TOUKa 6.6.
4.3 IIporuBomokazanus

CBPBXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MIIH KBM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

Jluma, kouTo ca MmoydniuM CHHAPOM Ha TpoM0Oo03a ¢ TpoMmOonuTorneHus (thrombosis with
thrombocytopenia syndrome, TTS) cinen BakcuHarust ¢ Vaxzevria (Bx. Touka 4.2).

Jluma, KouTO B MHUHAJIOTO ca UMAllK eH30{1 Ha CHHIPOM Ha HapyIIeHa KalIspHA MPOITYCKIHBOCT
(Bk. cbIo ToukKa 4.4).

4.4 ChnenuanaHu npeaynpesxxaeHust U NpeANa3sHil MEPKH NIPH ynoTpeda

[Ipocaeaumoct

3a Ja cc HO,I[O6pI/I MMpocCJICANMOCTTA Ha OMOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTHU, UMCTO U MAPTUIHUAT
HOMCP Ha IMPUJIOKCHUA IPOAYKT TpH6Ba SICHO Ja C€ 3aIllMCBart.

CBpBXYYBCTBUTEIHOCT ¥ aHA(DUIAKCUS

Nma crobuienus 3a ceOuTus Ha aHadwiakcus. Bunaru TpsiOBa 1a iMa Ha pa3ooXKEeHUE TOAXOASIIIO0
MEAUIMHCKO JICueHHE U HAOJI0ACHUE B CiTydyail Ha aHadUIAKTHYHO CHOUTHE CIe]] PHIOKEHUETO Ha
BakcuHara. [IpenopbuBa ce BHUMAaTEeTHO HAOIIOAEHNE B IPOABIDKEHNE Ha Hali-MaKko 15 MUHYTH cien
BakcHHauusATa. Bropara no3a Ha BakcuHaTa He TpsAOBa Ja ce MoCTaBs Ha OHE3HU, KOUTO ca MOIYyYnIn
aHaduIakcus Ipy IbpBaTa 403a Ha Vaxzevria.

Peaknun CBBP3aHHU C TPEBOXKHOCT

PeaKI_[I/IPI, CBBP3aHU C TPCBOXKHOCT, BKIIFOUUTCIIHO BA30BaraJiHu peakiuu (CHHKOH), XUIICPBCHTUIIALIUA
HJIN peaKluu, CBbpP3aHU CbC CTPEC, MOI'aT Ja Bb3HUKHAT BbB BPB3Ka C BAKCUHAIUATA KATO



MCUXOI'CHCH OTI'OBOP KBbM MHKCKTUPAHCTO C UTIJIA. Baxno e Ja €a HaJIne npeamna3ii MCpPKHU, 3a 1a CC
n30erae HapaHABaHC NIPH IMPUJIOLIABAHC.

C’LH’BTCTBaH_IO 3a00JIIBaHE

BakcunanusTa TpsOBa 1a ce OTIIOKHU IPH JIUIA, CTPAIAIIH OT OCTPO TEXKKO (eOpHITHO 3a00IsIBaHe
niu octpa uHpekys. Hanmauero Ha eka nHbEKIUs u/wim crado MOBHIIIEHA TeMIIepaTypa obade He
TpsOBa 1a 3a0aBs BaKCHHAIUSATA.

HaDVH_IeHI/IH Ha KPBbBOCHCHUPBAHETO

Cunopom Ha mpombo3sa ¢ mpomboyumoneHus

MHoro psKo clieq] BakCUHANMs ¢ Vaxzevria e Ha0JIo1aBaH CHHJIPOM Ha TpoM003a ¢
TPOMOOIIMTOTICHUS], B HAKOHU CITy4au ChIIPOBOZICHA C KbpBeHE. T0OBa BKIIFOUBA TEXKKH CITydaH,
M3SIBSIBAIIM CE€ C BEHO3HA TPOMOO03a, BKITIOYUTEITHO C HeOOWYaifHa JIOKaIu3allis, KaTo TpoM003a Ha
MO3bUEH BEHO3E€H CHHYC, TpOMO03a Ha CIUNIAHXHUKOBA BeHa, KAKTO U apTepuaHa Tpom003a,
CBITBTCTBaHA OT TpoMOoIuTONIeHUs. Hkon oT cirydanTe mmar sietaneH u3xoa. [lopeueTo ot Te3u
CJIy4ad ca Bb3HHKHAIM B PAMKUTE HA IBPBUTE TPU CEIMUIIM CIIE/T BAKCHHAIUATA.

Tpombouumonenus

CpoO1enHu ca cirydad Ha TPOMOOLMTONICHHS, BKIIOUNTeTHO nMyHHa TpoMOoruronenus (UTII), ciexn
npuiarane Ha Vaxzevria, OOMKHOBEHO Mpe3 IbPBUTE YETUPU CEIMULM clie]l BaKCHHAIMATA. MHOTO
PSAKO TIPH TE3H CIy4aud MMa MHOTO HUCKHM HuBa Ha TpoMOonutute (<20 000 Ha pl) n/unu e Hanuie
KbpBeHe. Hskon o1 Te3u ciryuan ca HaOMI0OgaBaHu MPH JIMLA C aHAMHE3a 38 UMYHHA
TpombonuToneHust. ChOOILICHO € U 3a CIIy4au C JIeTaJleH U3XoJ. AKO JaJeHO JHIE IMa aHaMHe3a 3a
HapyllIeHue, MPOSBABAIIO € C TPOMOOLUTOICHHUS, HAIPUMEP UMyHHA TPOMOOIMTONICHUSI, IPEAN
npujaraHe Ha BakCUHATa TpsiOBa 1a ce OOMHCIIM PUCKBT OT HOHIDKEHUE Ha HUBATa Ha TPOMOOLIUTHTE,
a cjel BAKCHHAIIMS CE MPENopbhUBa MPOCIEISIBAHETO UM.

MC}II/IL[HHCKI/ITC CIICouaInCTn TpSI6Ba Ja IIoaxX0KJaT C IOBUIICHO BHUMAaHHUE 110 OTHOIICHUEC Ha
MNpU3HAOUTC U CUMIITOMHUTC HA TpOM6OCM6OJ'II/I$I W/WIH TpOM6OI_[I/ITOHeHI/I$[. BaKCI/IHI/IpaHI/ITe Jna
TpH6Ba Ja 6’L,Z[aT HWHCTPYKTUPAHU [a MOTBPCAT He3a0aBHO MEIHUIIMHCKA ITOMOIII, aKO CJICO
BaKCHUHANUATA pa3BUAT CUMIITOMU KaTO 3a4yX, OONKa B T PBAHUA KOOI, OTOK Ha KpaK, Oolka B Kpaka,
ynopuTa KOpEMHa oonka. B AOM'bJIHCHUC, BCCKU IMOJTYYMNI HCBPOJIOTHUYHU CUMIITOMU CJICT
BaKCHHANMATA, KOUTO BKIIFOYBAT TCIKKO UJIN YIIOPUTO FJ'IaBO6OJ'II/IC, 3aMBbIJICHO 3pCHUC, 06’BpKBaHC N
npunaabUy, WIA NOJYUYHII CJIC HAKOJIKO JHU CIIOHTAHHO KbPBCHE WJIM KOKHU KPBBOHACAAAHUA
(HeTCXI/II/I), HU3BBH MACTOTO HA MHIKCKTHUPAHC, TpH6Ba Ja NoTbpCHU HEe3a0aBHO MCIHUIIMHCKA ITOMOIII.

Hnua, JAWArHOCTHULIUPAHU C TpOM6OHI/ITOH€HI/IH B PAMKHUTC HA TpHU CCAMHUIU CJICA BAKCUHALIUATA C
Vaxzevria, TpH6Ba Ja 6’BZ[aT AKTUBHO U3CJICABAHU 3d4 MPU3HAIHW HA TpOMGOSa. AHaIOru4Ho JIMIara,
KOHWTO pa3BUAT TpOM603a B pPaAMKUTC HA TpU CCAMHUIU CJIC] BAKCUHALIUATA, Tpﬂ6Ba Ja 6’L,I[aT
HN3CIICIBaHU 3a TpOM6OI_[I/ITOHeHH$I.

[Ipu mosiBa Ha TTS e HE0OXOAMMO CTIEIUANH3UPAHO KIMHIUYHO JeueHne. MeTuInHCKNUTE
CHEIMATNCTH TPSAOBa J1a HAIPaBAT CIpaBKa B ChOTBETHOTO PHKOBOJICTBO H/HITH J1a C& KOHCYJITHPAT
ChC CIEIUATUCTH (HAIP. C XeMaTOJIO3H, CIISITUAIMCTH 110 HAPYIIIEHHs HA KPbBOCHCHPBAHETO), 3a Ja e
JUArHOCTULUpPA U JIEKYBa TOBA ChCTOSTHUE.

Puck om xvpsene npu unmpamyckyino npunodicenue

Kakro Ipu Apyru UHTPpaMyCKYJIHA MHXKCKIIUU, BAKCUHATA TpH6Ba Ja Cc¢ npujara € mOBHUIICHO
BHUMAHUC IIPU JIMIA [TOJTyHUaBallld aHTUKOAT'yJIaHTHA TCPaIivAa UJIN TaKuBa C TpOM6OI_II/ITOHCHPI$I i
HAKAaKBO HAPYHICHNUC HAa KPBBOCHCUPBAHETO (HaHpI/IMep XeMO(i)I/IJ'II/IH), Thil KaTO IIpyU TC3U JIMLA MOKEC
Aa CC NMOABU KbpPBCHE UJIN 06pa3yBaHe Ha CMHUHU CJICA UHTPAMYCKYJIHO IMPUIIOKCHUC.



CunzpoM Ha HapylicHa KalluJIApHa IMPOIYCKINBOCT

CpoOmaBa ce 3a MHOTO PeKH CIIydal Ha CHHAPOM Ha HapylleHa KamwispHa npomyckiuBocT (CLS)
Ipe3 IbPBUTE JAHU ciie]l BaKCHHALMATA ¢ Vaxzevria. IIpu HAKOHM OT ciydauTte € HanW4YHa aHaMHe3a 3a
CLS. CrobmaBa ce 3a nerajnen usxon. CLS e psako HapylIeHHe, KOETO e XapaKTepU3upa ¢ OCTPH
€IHM30/I1 Ha OTOK, 3acArall IJIaBHO KpaHULIATE, XUTIOTOHHS, XEMOKOHIIEHTPALIUSA 1
xunoanOymunemus. [lanmenture ¢ octsp ennzon Ha CLS cnen BakcMHUpaHe ce HyKIasT oT Obp30
IUarHOCTULMpaHe U JiedueHue. OOMKHOBEHO ce Hajara U3MoJI3BaHeTO Ha HHTEH3MBHA MOAIbpIKaIla
tepanusl. JInnara c ycraHoBeHa anamue3a 3a CLS He TpsiOBa 1a ce BAKCMHUPAT C Ta3d BaKCHHA.
Bwxre cpimio Touka 4.3.

HCBDOJ'IOFI/ILIHI/I CHLOUTUS

MHoro psKo ciieq BakcuHanms ¢ Vaxzevria ce cho0miasa 3a cuaapoM Ha Guillain-Barré (GBS).
MeaunrHCKUTE CIIEUANIUCTH TPSOBA /1A MOAXO0KIAT C TIOBUIIIEHO BHUMAHKE TI0 OTHOIIICHUE Ha
npu3Hanm u cumntomu Ha GBS, 3a 1a ce rapaHTHpa NpaBUIHA JUAarHO3a, 3a Ja C€ MHUIIUAPAT
aJICKBaTHH TOUTbPIKAIIN TPYDKHU U JICUSHHUE U 32 J]a C€ U3KIII0YAT APYTH IPUIHHU.

I/IMVHOKOMHDOMGTI/IDaHI/I JIMa

Eduxacnocrra, 6€30macHOCTTa 1 HIMYHOTCHHOCTTA HA BAKCHHATA HE Ca OLICHEHH NPH
UMYHOKOMIIPOMETHPAHH JIMIA, BKIIOUUTEIIHO TaKKBa, I0JIyYaBallyd UIMyHOCYIIPECHBHA TEPAITHSL.
Eduxacnocrra Ha Vaxzevria Moxe 1a ObJie MO-HUCKA [TPU UMYHOCYTIPECUPAHU JTUIIA.

HDO)_I’BJ'DKI/ITGJ'IHOCT Ha 3amurara

HpO,Z[’BJ'DKI/ITeJ'IHOCTTa Ha OCUT'ypCHATa OT BAKCHMHATA 3allliTa ¢ HCU3BCCTHA, TBU KaTo TS Ce
YCTaHOBsIBa BbB BCC OLIC MPOABbJKABAIIU KIIMHUYHU U3NIUTBAHUA.

OFDaHI/ILIGHI/IH Ha Cd)eKTI/IBHOCTTa Ha BaKCHMHATa

3amuTara 3armouBa NpUONIH3UTEIHO 3 CEAMHUIIM CIIe TbpBaTa 103a Ha Vaxzevria. JIumara Moxe 1a He
ca HaITBJIHO 3aIUTEHH 10 15-1s IeH cies mpriioskeHue Ha BTopara f03a. KakTo npy BCHYKH BaKCHHU,
BaKCHHHPAHETO ¢ Vaxzevria MoXe J1a He OCUTYPH 3alllnTa Ha BCHYKU PEIUITUSHTH Ha BaKCHHATA (BXK.

Touka 5.1).

ITomontHu BCIICCTBA

Hampuu

To3u nexkapcTBeH MPOAYKT ChIIbprKa mo-Maiko ot 1 mmol HaTpuii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOKeE J1a C€ Kaxe, Y€ MPAKTUUECKU HE ChIIbPKa HATPU.

Emanon

To3u nexapcTBeH NPOAYKT ChIIbprKa 2 mg amkoxon (eraHoi) Ha go3a ot 0,5 ml. MaikoTo KOTHMIecTBO
QJIIKOXOJI B TO3M JIEKAPCTBEH MPOAYKT HAMA J1a UMa HAKAKBU 3a0€NIe)KUMHU SPEKTH.

4.5 BzamMmopeiicTBHe ¢ IPYIH JeKAPCTBEHH MPOAYKTH M APYyru (p)opMH Ha B3auMojelicTBHe
He ca npoBexxnanu npoydBaHus 3a B3aUMOJCHCTBUATA.

He e nmpoy4BaHo chIIBTCTBAIIO NPUIIOKEHHUE HA Vaxzevria ¢ JpyTru BaKCUHHU.

4.6 ®epruanrer, )peMEHHOCT U KbpPMeEHe

Bpemennoct

Hma OTrpaHUYCH OIIUT C U3MOJI3BAHCTO Ha Vaxzevria npu 6peMCHHI/I KCHU.



[IpoyduBaHusATa MIPU )KUBOTHH HE TMOKA3BAT MIPEKH WM HETIPEKH BpeAHH e(heKTH 10 OTHOIIIEHUE Ha
OpeMeHHOCTTa, eMOpHO(ETATHOTO Pa3BUTHE, PAKIAHETO WM MTOCTHATAIIHOTO Pa3BUTHE
(Bk. TOuKa 5.3).

[Ipunoxxenune Ha Vaxzevria o BpemMe Ha OpeMEHHOCT TpsOBa J1a ce 0OMHCIIS CaMO KOraTo
MOTEHIUATHUTE MOJI3U HAAXBBPIIAT BCSIKAKBH ITOTEHIIMATIHN PUCKOBE 3a MaiikaTa U deryca.

Kspmene
He e m3BecTHO nanm Vaxzevria ce eKCKpeTHpa B KbpMara.

[Ipu npoy4Banus pu ’KUBOTHHU ce HaOI0gaBa MpeMuHaBaHe Ha S-antutena cpeury SARS-CoV-2 or
KEHCKU MHIIKH KbM MaJIKUTE UM Ype3 MILIKOTO (BXK. Touka 5.3).

depTunuTet

[IpoydBanHusTa MPU )KUBOTHH HE TIOKA3BAT MIPEKH WM HETIPEKH BpeHH e(heKTH TI0 OTHOIIIEHUE Ha
¢deprunureTa (BXK. TOUKa 5.3).

4.7 EdexTu BbpXy crioco0HOCTTA 32 IIO(pHpaHe 1 padoTa ¢ MAIIUHA

Vaxzevria He OBIMSABA WK NOBIHMABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a mogupaHe u padboTa ¢
MaiuHu. Hsikon oT HexenaHnTe peakluy, CIOMEHaTH B Touka 4.8, obaue Moxe BpEMEHHO Ja
MOBIHSIAT CHOCOOHOCTTA 32 MIo(pHUpaHe WK padboTa ¢ MaIIUHH.

4.8 HexelaHu JJeKAPCTBEHH PeaKINH

Pesrome Ha npoduna Ha Ge30macHOCT

BezonacHocTTa KaTo 11510 HA Vaxzevria ce OCHOBaBa Ha aHANIN3 Ha COOPHU JaHHU OT YETHPH
kuHrnYEM n3nutBanus daza /1L, II/111 u 111, mpoBenenu B ObeauHeHOTO KpajicTBo, bpasunus u
IOxxna Adpuka, 1 Ha JaHHU OT OIIle €THO KIMHINYHO n3nuTBaHe ¢a3a I, mposeaeno B ChenuHeHnTE
maty, [lepy u Uunm. [1o Bpeme Ha ananmza o6mmo 56 124 yyacTHuLM Ha Bb3pacT >18 roaunu ca
paHIOMU3UPaHH, KaTo OT TX 33 869 ca moiyunnu Hail-mMaiko eaHa go3a Vaxzevria u 31 217 ca
MOJTYYNIIH JBE T03H.

Haii-dgecto cho0IIaBaHNTE HEXEAHN PEAKITUHN Ca YYBCTBUTEIHOCT Ha MSICTOTO Ha HHKEKTHPaHE
(68%), 6onka Ha MsCTOTO Ha MHXKekTupaHe (58%), rmaBobonue (53%), ymopa (53%), muanrus (44%),
Hepasznonoxenne (44%), mupekcus (BKIIOYBA ycelllaHe 3a ToBUIleHa Temreparypa [33%] u
noBuiieHa temreparypa >38°C [8%]), Brpucane (32%), aptpanrus (27%) u ranene (22%). [loBedero
OT TEe3U HEXKEAHU PEaKIU ca JIEKH JI0 YMEPEHH TI0 TEXKECT M OOMKHOBEHO OT3BydYaBaT B paMKHUTE Ha
HSIKOJIKO JHH CJIe]] BAKCHHAIVTA.

B MOCTMApPKCTUHI'OBU YCIIOBUS CC C’BO6H_IaBaT MHOT'O pCAKHU ClIydand Ha CHHAPOM Ha TpOM603a C
TpOM60L[I/ITOH6HI/I$I B pPaMKHUTC HA IBPBUTC TPpU CCAMUIMU CJIC] BAKCUHUPAHCTO (B)K. TO‘lKa.4.4).

Crnen BakcHHHpaHe ¢ Vaxzevria perMmIeHTHTe MOXKe J1a ITOy4aT MHOKECTBO HE)KEJIaHN PEaKILIUH,
HACTBIIBAIIM €THOBPEMEHHO (HAIpUMep MUAITUs/apTpalrus, TI1aBo0oIne, BTpIUCAHE, IUPEKCHS H
HEPa3IOJIOKECHUE).

B cpaBHeHuMe ¢ mbpBaTa 1032 HEXKEIAHUTE PEaKIUH, ChOOIICHHU CIIe/l BTOpATa /1034, ca MO-JICKH M MO-
PEIKH.

PeakTorenHocTTa OOMKHOBEHO € MO-JIeKa U ce ChOOIIaBa Mo-psAaKO B MOIyJAUATa HA Bb3PACTHH B
Mo-HarpegHana Bb3pact (=65 ronauau).



[IpodunbT Ha 6€30MaCHOCT CH CHOTBETCTBA CPEJ] YUACTHULUTE ChC MM 0€3 MPEeaXOIHH JaHHU 3a
SARS-CoV-2 nndexnust Ha U3X0THO HHUBO.

CHouchK Ha HEXKEIIAHUTE PECAKIIMH B TaOJIMYEH BU

HpO(bI/IJ'I"bT Ha 6C3OHaCHOCT, MNpEACTAaBCH MMO-A0JY, C€ OCHOBABA HA aHAJIN3 HAa JaHHU OT ICT KIMHUYIHU
HU3NUTBAHUWSA, BKIIFOUBAIA YIaCTHULIN >18 ToauHN (C60pHH JaHHU OT YCTHUPU KIIMHUYHU U3NIUTBAHUA,

npoBeneHn B O06equHEeHOTO KpajicTBo, bpasunus u FOxxna Adpuka, 1 JaHHU OT €AHO KIMHUYHO
U3MUTBaHE, MpoBeneHo B Cheaunenute mwaty, llepy n Unnm), u Ha JaHHU OT NOCTMAPKETHHT OBHS

OIIUT.

Hexenanute nekapcteenu peaknuu (HJIP) ca mokazanu o cuctemo-opranet kiac (COK) Ha
MedDRA. YecroraTa Ha Bh3HUKBAaHE Ha HEXKEIIAHUTE PEAKIUY € OIpe/ie]ieHa KaTo: MHOTO YECTH
(>1/10), gwectu (>1/100 mo <1/10), meuectu (>1/1 000 mo <1/100), pemxu (>1/10 000 mo <1/1 000),
MHoro penku (<1/10 000), ¢ Hem3BecTHA YecTOTa (0T HAIMYHAUTE JaHHU HE MOXKe Ja ObJle HarpaBeHa
olieHka); B pamkute Ha Bceku COK mpeamodntanute TEpMUHU ca MPEICTABSHH T10 peia Ha
HaMaJsiBallla 4ecToTa U CJIe]l TOBA M0 peJa Ha HaMallsBallla CEPUO3HOCT.

Tabanna 1 He:xe1aHu 1eKapCTBeHH pPeaKIMu
COK nmo MedDRA YecroTa He:xenanm peaknuu
Hapymenns Ha kpbBTa U Yectn TpombGouuTonenus"
nuMdHaTa cucrema Heuectn Jlumpanenonarus
C HensBecTHa MyHHa TPOMGOLMTONEHHS"
4ecToTa
Hapymenns Ha umyHHarta C HensBecTHa Amnadunakcus
cucreMa 4ecToTa CBpBX4yBCTBUTEIHOCT
Hapymenus na merabonusma u | Heuectn Hamanen anetur
XpaHEHETO
Hapymenns Ha HepBHaTa MHoro yectn I'maBoGonue
cucrema Heuectn 3amaiiBaHe
CoMHOIEHTHOCT
Jletaprus
Penxu Jlunesa mapanuza’

MHoro penkn

Cunnpom Ha Guillain-Barré

CpaoBU HapylIeHUs

MHoro penkn

Curapom Ha TpoMO03a C TPOMOOIIUTOIICHUS”

C Hen3BecTHaA

CuHzIpoM Ha HapylIeHa KaluisapHa

4ecToTa MIPONYCKINBOCT
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COK nmo MedDRA YecroTa He:xenanm peaknuu

OO Hapymenus U epexTd Ha | MHOro yecTu UyBCTBHUTEIIHOCT Ha MSICTOTO Ha

MSICTOTO Ha IPWJIOKEHHE WH)XEKTUpaHe, 00JIKa, 3aTOIUISTHE, IPYPHUTYC,
oOpa3yBaHe Ha CHHMHHU Ha MSCTOTO Ha
MHXKEKTHpaHe

YnMmopa

Hepaznonoxenue

VYcemane 3a MoBHIIEHA TEMIIEpaTypa
Brpucane

Yectu OToK Ha MSICTOTO Ha HH)KEKTHPAHE,
Epurem

[loBuiena remneparypa™
I'punonono6HO 3ab0nsBane
Acrenus

& [Tpu KIMHAYHA U3MUTBAHUS YECTO CE ChOOIIaBa 3a MPEXOIHA, JIeKa TPOMOOIUTOIICHHS (BXK. ToUuKa 4.4).

® ChoOuIaBany ca CiTyuau Mpe3 MOCTMAPKETHHTOBHS TIEPUOJL (BiK. CHIIO ToUKa 4.4).

* 'maBoOOMNIE BKIFOYBA MUTPEHA (HEUESCTH).

" B3 0cHOBa Ha TaHHM OT KIMHUYHOTO U3MUTBaHE, poBeneHo B CrenuHenute matw, [lepy u Ynmm. [pes
mepro/ia Ha pociiensiBane Ha 6e3omacHoctTa 10 05 mapt 2021 1. nuiieBa mapanu3a (Wid mapesa) ce cho0IIaBa
OT IIeTHMa yYacTHUIY B TpymnaTa ¢ Vaxzevria. Hauamoro e 8 u 15 mau cnexn mepBarta no3a u 4, 17 u 25 nau cien
BTOpara J103a. Benuky chobmienn crOuTns He ca cepro3Hu. He ce cho0maBar ciydyau Ha JIMIIEBA Mapann3a B
rpymaTa ¢ mwiamnebo.

A TeXKH ¥ MHOTO PEJIKH CIIydad Ha CHHIPOM Ha TpoM003a C TPOMOOIMTOIICHNUS c€ ChOOIaBaT B
MIOCTMapKETHHTOBHS Mepro. Te BKIIIOYBAT BEHO3HA TpoMO03a KaTo TpoMO03a Ha MO3bUECH BEHO3ECH CHHYC,
TpoM0032a Ha CIUTAHXHUKOBA BEHa, KAKTO M apTepraiHa TpomOo3a (Bx. Touka 4.4).

¢O0pa3yBaHe Ha CHHUHH Ha MSCTOTO Ha MH)KEKTHPAHE BKJIIOYBA XEMAaTOM Ha MSCTOTO HAa MHXEKTHpaHE
(megectn).

*3mepena mosuiieHa temieparypa >38°C.

C’BO6H_IaBaHe Ha 10A03MpaHd HCXCIIaHU PCAKITNN

CpoOmaBaHeTo Ha MOJO3UPAHN HEXEJIaHU PEaKLMH CJIe pa3pelliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. ToBa Mo3BOJIsIBa A2 MPOIBIDKH HAOMIOICHUETO Ha ChOTHOIIEHUETO MOJI3a/PUCK 32
JIeKapcTBEHUS NMPOAYKT. OT MEIUIMHCKUTE CIIEHUATUCTH CE U3UCKBA a ChOOIIaBaT BCsKa
MOJ03MPaHa HeXeJlaHa Peakysl Ype3 HAlMOHAIHA CUCTEMA 3a ChOOIIaBaHe, IOCOUYEHA B
punoxxenue V u fa BKIOYAT NAPTHIHUA HOMEp, aKO € HAJIMYEH.

4.9 TIlpeno3mpane

Hsma cneunguano neyenue npu npegosupane ¢ Vaxzevria. B ciaydail Ha npeno3upane IuieTo
TpsiOBa J1a ce HabJII0JaBa U J1a C€ OCUTYPH MOAXOAANIO CUMIITOMAaTUYIHO JICUCHHUE.

5. OAPMAKOJIOI'NYHU CBOUCTBA

5.1 ®apMakoAMHAMHMYHHU CBOIICTBA

dapmakoTepaneBTHYHA Tpyna: Bakcuna, npyru BupycHu Bakcuau, ATC kox: JO7BX03

MexaHU3bM Ha IEHCTBUE

Vaxzevria € MOHOBaJICHTHa BaKCHHA, ChbCTaBEHA OT PEKOMOWHAHTEH, HEPETTMKHUPAIL] Ce
aneHoBupyceH Bektop oT mummanie (ChAdOx1), kogupany S rmukonporenHa Ha SARS-CoV-2.
SARS-CoV-2 S numyHOreHBT BBB BaKCHHATa Ce€ €KCIIPecHpa B TpUMepHa npedy3nonHa KOHPOpMAaIus;
KOZMpallaTa CeKBEeHLUs He € MOAU(ULIMpaHa, 3a 1a Ce CTA0MIN3Upa eKCIIPeCUpanusl S-POTEHH B
npedysnonHara konpopmauus. Cien npuinoxenue, S raukonporenHsT Ha SARS-CoV-2 ce


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

eKCIpecHpa JOKAIHO, KaTO CTUMYJIHpa 00pa3yBaHEeTO Ha HEYyTPaIH3UpAILly aHTHTENIA U KIEThUYEH
MMYHEH OTIOBOp, KOETO MOXe Ja fonpuHece 3a 3ammuTa cpeury COVID-19.

Kinnanuna edukacHoct

Ananuz na oannu om Ilpoyusane D8110C00001

Knuanynara edukacHocT Ha Vaxzevria e olieHeHa Bb3 OCHOBA Ha aHanu3 Ha [IpoyuBane
D8110C00001: panmoMusupano, ABOHHOCIAINO, 1ane00-KOHTPOIMpaHo npoyysane ¢asa IlI,
nposeieHo B ChennHenuTe maty, llepy n Unnn. [IpoyuBaHeTo He BKIIIOUBA YYaCTHHLU C TEXKKO
W/WJIN HEKOHTPOJIUPAHO ChPACYHOCHAOBO, CTOMAILIHO-YPEBHO, YepHOAPOOHO, OBOpEUHO,
CHJIOKPUHHO/METa0O0IUTHO 3200 sIBAHE U HEBPOJIIOTUYHH OOJIECTH, KAKTO U JIUIA C TEXKa
UMYHOCYTIpecusi, OpEMEHHH JKEHH U JIMIa ¢ U3BECTHAa aHaMHe3a 3a nHpekus cbe SARS-CoV-2.
[InaHnnpaHo € BCHUKM yYacTHHIIM Aa C€ MPOCIEAABaT 3a Nepuo A0 12 Mecena 3a oLleHKa Ha
eduxacHoctTa cpeury COVID-19.

YyacTHHUIM Ha Bb3pacT >18 roguuu ca nonyuuu ase 1034 (5 x 10" Bupychu actuim Ha 103a,
CHOTBETCTBAIIH HA He MO-Maiko oT 2,5 X 10® undexumonnn enunnmm) Vaxzevria (N=17 662) unn
mnane6o — gusznonoruuex pa3rsop (N=8 550), npunoxenu upe3 i.m. umxexkuus Ha [en 1 u en 29
(-3 mo +7 nau). Menuanara Ha WHTEpBajIa MEXIy Mo3uTe € 29 THU, KaTo oBedyeto ydactHuim (95,7%
u 95,3% cpoTBeTHO 3a Vaxzevria u mane0o) ca ModyduiIi BTopaTa go3a >26 1o <36 anu cuen no3a 1.

WzxonuuTe nemorpadcku XapakKTepUCTUKY ca 100pe OamaHCHpaHy B TPYIUTE ¢ Vaxzevria u mianeoo.
Ot yyactHUIIUTE, IOMY4YrIu Vaxzevria, 79,1% ca Ha BB3pact ot 18 mo 64 roguam (kato 20,9% ca Ha
BB3pact 65 wnu noseye roguan) u 43,8% ot yuacTHULUTE ca xKeHU. OT paHIOMU3UPAHUTE YIaCTHULIN
79,3% ca ot eBponeuHata paca, 7,9% ca yepHokoxu, 4,2% ca azuaruu, 4,2% ca aMepUKaHCKU
WHMAHIY WIK KOpeHHU xuTenn Ha Amsicka. O6mmo 10 376 (58,8%) ydacTHHIM UMaT Hali-MaJIKo €THO
CBHIIECTBYBAIIO CHITHTCTBAIIIO 3200 IsIBaHEe, OMPEICICHO KaTo: XpOHNYHa OhOpeuHa O0ecT, XpOHHYHA
oO0cTpyKTHBHA OenoapoOHa O0IECT, MOHKEH HIMYHUTET MTOPaJIH TPAHCIUTAHTAIIVS Ha COJIMIEH OpTaH,
aHamHe3a 3a 3aTiscTsiBane (MTM >30), cepro3Hu cbpaeyHH 3a00JIIBaHHS, ChPIIOBHIHO-KICTHYHH
HapylIeHus, 1uadet tun 1 wim 2, acTMa, IeMEeHIUs, MO3bYHOCHI0BH 3a00IIIBaHMUs, KUCTO3HA
¢ubpo3a, BUCOKO apTepHaliHO HaJsIraHe, 4epHoApoOHO 3a0onsaBane, OenoapodHa ¢pubposa, TanaceMus
WJIM aHaMHe3a 3a TIoTIoHomylieHe. KbM BpeMeTo Ha aHany3a MeIdaHaTa Ha BpeMETO Ha
pociesaBaHe cien go3a 2 € 61 guu.

OxonuatenHoTo onpenensHe Ha ciydaute ¢ COVID-19 e HanpaBeHO OT HE3aBUCUMa KOMHUCHS.
OOmara eUKacHOCT Ha BaKCHHATa M €(pUKAaCHOCTTA 110 OCHOBHM Bb3PACTOBH TPYIH € MPECTaBEeHA B

Tabnuna 2.

Taéanna 2 — E¢puxacnoct Ha Vaxzevria cpemy cumnromaTuded COVID-19 B IIpoyuBane

D8110C00001
Vaxzevria nanedo
N Bpoii YecroTa Ha N Bpoii YectoTa Ha Edukachocr
ciyqau ¢ | COVID-19 na ciyyau ¢ | COVID-19 na HA BAKCHHATA
COVID- 1000 COVID- 1000 o o 6
a a 0 (95% CI)
19%, n YOBEKOTOAMHU 19, n YOBEKOTOAMHU
(%) (%)
O6mmo
(BB3PACT |15 662 | 73 (0,4) 35,69 8550 | 130 (1,5) 137,23 740
>18 ’ ’ ’ ’ (65,3; 80,5)
TOJIHH)




Vaxzevria IInanedo
N Bbpoii YecroTa Ha N Bbpoii YecroTa Ha Edukachocr
ciyqan ¢ | COVID-19 na cirydan ¢ | COVID-19 na HA BAKCHHATA
COVID- 1000 COVID- 1000 o o 6
a a % (95% CI)
19%, n YOBEKOITOAMHU 19, n YOBEKOTOAMHU
(%) (%)
Bw3pact
ot 18 1o 72,8
64 13966 | 68 (0,5) 40,47 6738 | 116 (1,7) 148,99 (63.4: 79.9)
TOJVHH
Bw3pact 83.5
> b
>65 3 696 5(0,1) 13,69 1812 | 14(0,8) 82,98 (54.2: 94.1)
TOJVHH

N = Bpoii yuacTHHIM, BKITIOYEHH BBB BCAKA TPyMa; n = bpoil y9acTHUIMN ¢ IOTBBPICHO CHOUTHE;

CI = [loBepuTeneH nHTEpBal.

* CumnromarnaeH COVID-19, u3nuckBai mogoXuTeIHa NOIMMepa3Ha BEpIKHA PEaKys ¢ 00paTHa
tpanckpunrasa (Reverse Transcriptase-Polymerase Chain Reaction, RT-PCR) u Haii-manko 1 pecrimparopen
MIPU3HAK WM CUMITOM WJIM Hal-MaJIKo 2 IpyT¥ CUCTEMHH IPU3HAKA WM CUMIITOMA, KaKTO € OIPE/ICIICHO B
IIPOTOKOJIA.

® JloBepHUTETHUTE HHTEPBAIN HE CA KOPUTUPAHHU 33 MHOYKECTBEHOCT.

OcHoOBHa BTOpUYHA KpaifHa TOUYKa € TeKbK Hiu kputudeH cumnromatruded COVID-19 . Cpen Bcnukn
YYacTHHIM B TpyIaTa Mo NPOTOKOJ HE c€ ChOOIIaBaT Cay4au Ha TEXbK WIH KPUTUYCH
cumnromarndeH COVID-19 B rpymnaTa ¢ BakcuHaTa B CpaBHEHHUE € 8 cilydast, CbOOIIEHH B rpynara ¢
mnane6o. Mma 9 cinydas Ha XxocnuTanu3anys, 8-Te ciydasi, KOUTO ca ONPEACICHH KaTo TeKbK HITH
kputnueH cumnromarnden COVID-19, n ennH nonbaHUTENEH CIydal B rpynara ¢ BAKCHHATA.
[ToBeueto cimydan Ha TexbK WiN KputndeH cumnromatndeH COVID-19 otroBapsT caMo Ha KpUTEpHs
kucioponHa catypauus (SpO2) 3a Texko 3abonsBane (< 93% npu cracH Bb3AYX).

[Tpu nmuna cve nnm 6e3 npeaumay AaHHy 3a HHpekuus cbc SARS-CoV-2 edukacHoCTTa Ha
BakcWHaTa Vaxzevria (>15 nau cien nosa 2) e 73,7% (95% CI: 63,1; 80,1); 76 (0,4%) cripsimo
135 (1,5%) cmyuas ua COVID-19 crorBeTHO 3a Vaxzevria (N=18 563) u ruranie6o (N=9 031).

[Ipu y9acTHUIIMTE C €THO WIIH [TOBEYE CHITHTCTBAIIM 3a00sIBAaHHS, IOMY4YHIIn Vaxzevria (>15 qau
cien no3a 2), epukacuocrra € 75,2% (95% CI: 64,2; 82,9), a mpu ydacTHHIIUTE 0€3 ChITBTCTBAIIN
3abomnsBanus epuKacHOCTTa Ha BakcuHaTa € 71,8% (95% CI: 55,5; 82,1).

Amnanuz na coopuu oannu om COV002 u COV003

Knunanunata eukacHocT Ha Vaxzevria e olleHsBaHa Bb3 OCHOBA Ha aHAJIM3 Ha COOpHU JaHHU OT JIBE
BCE OLLE MPOIBIKABAIIH PAHAOMU3UPAHH, 3aCIETIEHN, KOHTPOIMPaH! KIMHUYHY U3MUTBAHU:
npoyusane ¢aza [I/III, COV002, npu Bb3pacTHu >18-rogumiHa Be3pacT (BKIIOUYUTEITHO CTapyecKa
BB3pacT) B ObeanHeHoTo KpajcTBo U npoyusaHe daza III, COVO003, npu Bp3pacTau >18-roaumna
BB3pacT (BKIIOUMTENHO cTapuecka Bb3pacT) B bpasumusa. Ot npoyuBaHusITa ca U3KIIOUEHH YYAaCTHULH
C TEXKO H/MIIH HEKOHTPOJIUPAHO ChPIECYHOCHA0BO, CTOMAIIHO-YPEBHO, YEPHOAPOOHO, OBOpPEUHO,
CHJIOKpMHHO/METa0O0IUTHO 3200 sIBAaHE M HEBPOJIOTUYHU 3a00JIsIBaHHS, KAKTO M XOpa C TEXKKA
UMYHOCYTIpecusi, OpeMeHHH KEeHU 1 YyYaCTHULHM ¢ u3BecTHa aHamHe3a 32 SARS-CoV-2 nndexnus.
[IpoTuBOrpUNHM BaKCHHU € MOXKENIO Jja c€ IpuiaraT 7 JHU MPEAN WIH ClIe KOATO U Ja € A03a OT
Vaxzevria. [Inanupano e BCHUKH Y4acTHHULM J1a c€ TpociesaBar A0 12 Mecela 3a OleHKa Ha
OezomacHocTTa U epukacHOCTTa cpelty 3abomsBanero COVID-19.

B c6opHus aHamu3 3a epUKACHOCT, yU4acTHUIM > 8-roauHu nomy4dasat ase 1034 (5 x 10'° pupycuu
YaCTHIIM Ha 7034, CHOTBETCTBAIIN HA HE MMO-MaiKo oT 2,5 x 10° MH(GEKINO3HN eIUHUIN) Vaxzevria
(N=6 106) nnu koHTpONa (MEHHHTOKOKOBA BaKCHHA WK (hruznosnorndeH pa3teop) (N=6 090),
MpWJIAraHy Ype3 MHTPAMYCKYITHA WHIKEKIIHA.



[Topanu TOTUCTUYHM OrpaHUYECHUS] HHTEPBABT MEXKIY 1032 1 1 103a 2 Bapupa ot 3 10 23 cenMulu,
(21 mo 159 numM) xato 86,1% OT yUYaCTHHIIMTE MMOYYIaBAT TEXHUTE JIBE TO3U B MHTEPBAI OT 4 110
12 ceqmuru (28 mo 84 mnum).

Uzxonuute nemorpadcku qaHHA ca noOpe OallaHCHUpaHU B TPYIIUTE HAa Vaxzevria U rpynara Ha
KOHTPOITHO JieueHue. B cOOpHUS aHaIN3 cpel y9acTHUIINTE, TOTYUIIn Vaxzevria ¢ UHTepBal Ha
MpujIarase Ha fo3ute Mexnay 4 u 12 ceamuny, 87,0% oT yyacTHHIIUTE ca Ha BB3pacT OT 18 1o

64 ronuau (13,0% ca Ha BB3pacT 65 wiu oBeve ToAuHH, a 2,8% ca Ha Bb3pacT 75 WM oBeYe
roguan); 55,1% oT yuactHUIMTE ca xeHH; 76,2% ca 6emu, 6,4% ca yepHOKOkH a 3,4% ca a3uaTiu.
0610 2 068 (39,3%) y4acTHUIM UMAT Hali-MaJIKO €THO CHIECTBYBAIO CHITHTCTBAIIO 3a00IsIBaHe
(ompeneneno xato UTM >30 kg/m?, cbpaedHOCHI0BO 3a00sBaHE, PECITHPATOPHO 3200 IABaHe UIH
nmuaber). [To Bpeme Ha aHanM3a MeAMaHaTa Ha BPEMETO Ha MpOCiieAsiBaHe ciief 1o3a 2 e 78 mHu.

OxonuatenHoTo onpenenssae Ha ciydanute ¢ COVID-19 ce u3BbpIBa 0T KOMUCHS 10 OLEHKA, KOATO
OIpEeIeTIsl ChILO U TEXKECTTa Ha 3a00JIsIBaHETO CIOpEeA cKajarta 3a KIuHu4YHa nporpecus no C30.
00610 218 yyactHUIM HMaT BUpycoiorugHo moTBepaeH SARS-CoV-2, kato COVID-19 e HacThiun
>15 mHU cien BTopata 11o3a ¢ Haii-manko eauH cumnToM Ha COVID-19 (obekTrBHO MOBHUIIIEHA
Temreparypa (omnpeneneHa karo >37,8°C), kauutuna, 3a1yx, aHOCMUSI WK arey3us), u ca 0e3 JaHHH 3a
npeaxonua napeknus cbc SARS-CoV-2. Vaxzevria 3Haunmo HamansBa yectortara Ha COVID-19 B
cpaBHEHHUE ¢ KOHTposaTa (Bx. Tabmuna 3).

Tabanna 3 E¢ukacnoct Ha Vaxzevria cpeury COVID-19 or COV002 1 COV003*

Vaxzevria KonTpoaa

= " E¢uxacnoct Ha

Homynanus bpoii cayuan bpoii cayuan BakcuHaTa %
N ¢ COVID-19, N ¢ COVID-19, (95% CI)5

n (%) n (%) ’
Pazpewiumenen pescum
4 — 12 ceqMuLu 595
(28 no 84 oum) 5258 64 (1,2) 5210 154 (3,0) (45.8: 69.7)

N = Bpoii yqacTHUIM, BKIIOYECHH BBB BCAKa Ipyna; n = bpoit yuacTHHIM ¢ HOTBBpACHO chouTne; Cl =
JloBepuresneH UHTEpBaL;

* [TppBUYHATA KpaiiHa TOYKA Ha MPOYYBAaHETO CE€ OCHOBaBa Ha MOTBBpJeHHU ciaydan Ha COVID-19 npu
YYacCTHHUIIM Ha BB3pacT 18 u moBeve rouHu, KOUTO Ca CEPOOTPULIATENTHA Ha U3XOIHO HHUBO, TIOJTyYHIIH Ca JIBE
JI034 M y4acTBaT B IPOYYBAHETO =15 AHU cien BTOpaTa 103a.

® CI He € KOpUTHPaH 3a MHOKECTBEHOCT.

EdwukacHoctra Ha Bakcunara e 62,6% (95% CI: 50,9; 71,5) npu y4acTHUIM MTOTYYHITH JTBE
MPETIOPHYNTEITHH JIO3H C BCAKAKBB MHTEPBAI MKy TIPUIIOKESHUTE T03H (Bapupar] ot 3 10 23
CEJIMHUIIN ), B IPEIBAPUTEITHO YTOYHEH aHAIU3.

OtrocHO xocnuranu3anuute mopaaun COVID-19 (crenen Ha Texect >4 o C30) - te ca 0 (0,0%;
N=5 258) ciyyan Ha xocnuranuzauus nopaau COVID-19 npu yyacTHHLIUTE, KOUTO ca HOJTYUHIIH JBE
no3u Vaxzevria (=15 nuu cien nosa 2) B cpasaenue ¢ 8 (0,2%; N=5 210) npu koHTpoOnaTa,
BKJTIOUHTEITHO €IMH TEXBK ciiydail (creneH Ha TexxecT o C30 >6) cpoliieH npu koHTpoaara. [Ipu
BCHYKH yYaCTHHUIIH, KOUTO Ca MOJIYYHIM Hail-MaJIko eHa 103a, 22 1HU ciel fo3a | ce crolmaBaT

0 (0,0%, N=8 032) ciryuau Ha xocnutanuzauus nopaau COVID-19 npu yyacTHULUTE, OTYYHIH
Vaxzevria, B cpaBHenue ¢ 14 (0,2%, N=8 026), BKIIFOYUTEIHO €AWH CMBPTEH CIy4aid, ChOOIIEH pr
KOHTpOJIaTa.

[Ipu y9acTHUIM C €HO WU MTOBEYE CHITHTCTBAIIN 3a00sIBaHUS €PUKACHOCTTA HA BAKCHHATA ©
58,3% (95% CI: 33,6; 73,9); 25 (1,2%) cupsimo 60 (2,9%) cnyqas Ha COVID-19 croTBeTHO 32
Vaxzevria (N=2 068) u xorTpoaara (N=2 040), koeTo e momoOHO Ha e(hUKacCHOCTTa Ha BaKCHHATA,
HaOIr0[aBaHa B 00I[aTa MOmyIaysl.



JlaHHUTE TOKA3BaT, Ye 3alUTaTa 3armoyBa MPUOIU3UTEIHO 3 CEMHUITH Cle]] MbpBATa 1032 Ha
BakcuHarTa. Bropa no3a TpsOBa 1a ce MPUI0KK B HHTEPBANT OT 4 0 12 ceIMUIM CIIe/ TbpBaTa 103a
(BXk. TOUKa 4.4).

Hon\/naum{ B CTapy€CKa Bb3pacT

B npoyusane D8110C00001 ce ouensiBa edpukacHoctTa Ha Vaxzevria npu 5 508 nuia Ha BB3pacT
> 65 ronuny; 3 696 ca noxyunnu Vaxzevria, a 1 812 ca monyunnu miane6o. Edukacnocrra Ha
Vaxzevria mpu nunara B crapyecka Bb3pacT (=65 roJuHu) U npu mno-miaaute Bb3pactau (18-64
TOJIMHH ) € TTOI00Ha.

HC,I[I/IaTDI/I‘lHa nonyjaanus

EBpomneiickaTa areHnus 1o jJekapcTBaTa oTiara 3aJbJDKEHUETO 3a IPEAOCTABSIHE HA PE3yNTaTUTE OT
poyd4BaHUATa ¢ Vaxzevria B elHa WIK TIOBeYE OATPYNH Ha eAnaTpruyHaTa MOMyIalus 3a
npeseHus Ha COVID-19 (Bxk. Touka 4.2 3a nH(pOpPMAaLUSI OTHOCHO yIOTpeOa B MEAUATPUSTA).

PamemaBaHe oo YCJIIOBHE

To3u nexkapcTBeH MPOAYKT € pa3pelleH 3a yrnoTpeda o T. Hap. CXeMa ,,pa3peliaBaHe Mo yCIoBhe .
ToBa 03Ha4aBa, 4e 3a TO3M JEKAPCTBEH MPOIYKT CE€ OYAKBAT JOIBIHUTEIHU TaHHU.

EBpomnelickaTa areHiys 1o JiekapcTBaTa Iie U3BbpIIBa Iperie] Ha HoBaTa HHPOPMAIHs 3a TO3U
JIEKapCTBEH NPOAYKT MOHE BEAHBXK roguInHo U HacToAmara KXII choTBETHO 11e ce akTyannu3upa.

5.2 ®apmMakoKMHETHMYHHM CBOIicTBA

Henpunoxumo.

5.3 IlpenkJMHUYHM JAHHHU 32 0€30IACHOCT

B ToxcukomoruaHo MMpOYy4YBAHC ITPU MHOT'OKPATHO MMpUWJIarane npyu MUKW UHTPAMYCKYJIHOTO
MIPUIIOKCHUC Ha Vaxzevria ce moHacs zlo6pe. CMeceHo u/uiu MOHOHYKJICAPHOKJICTHYHO BBH3IAJICHUC,
KOCTO HEC € OIIPCACIICHO KaTO HCXKCIIAHO, CC Ha6J'IIO,Z[aBa B INIOAKOXXHATa ThbKaH U B CKCJICTHATA
MYCKYJaTypa Ha MACTOTO Ha MPUIJIOKCHUC U B CbCCAHHNA CCAATUIICH HEPB B CbOTBETCTBUC C
OYaKBAHUTC HAXOAKHU CJICO MHTPAMYCKYJIIHO HMHKCKTUPAHC HA BAKCUHU. Hsama HaXOJKHW Ha MACTOTO Ha
MMPUIOKCHUEC WK B CCAATHUIIHNA HCPB B Kpasd HAa IEpHUOAa HAa Bb3CTAHOBABAHC, KOCTO IMOKAa3Ba II'bJIHO
BB3CTAHOBABAHC Ha CBBP3aHOTO C Vaxzevria Bb3IaJICHHUE.

['eHOTOKCHYHOCT/ KaHICPOTCHHOCT

He ca MMPOBCKAAHN HUTO MMPOYIBAHUS 3d TCHOTOKCUYHOCT HUTO 3a KAHIICPOTCHHOCT. He ce ouakBa
KOMIIOHCHTHUTC Ha BaKCHMHATa J1a MMaT rCHOTOKCHYCH IMOTCHIIUAJI.

PGHDOI[VKTI/IBHa TOKCHUYHOCT

B npoyuBane 3a penpoayKTUBHA TOKCHYHOCT M TOKCUYHOCT 33 Pa3BUTHETO Vaxzevria He HHAyLHpa
TOKCHUYHOCT ITPY MalKaTa WM TOKCHYHOCT 3a Pa3BUTHETO CIIE/ EKCIIO3UIUS Ha MalKaTa pean
yndTocBaHero, Mo BpeMe Ha OpeMEHHOCTTa MU B IlepuoJa Ha JakTauus. B ToBa npoyuBaHe
MpeIN3BUKaHM OT BaKCHHATa OTKpuBaeMH aHTU-SARS-Cov-2 S-raukonpoTenH aHTUTENA IPU
MaiikaTta IpeMHHABaT KbM (ETyCUTE U MAJIKUTE, KOETO ChOTBETHO [T0Ka3Ba MPeMHUHABaHE TIpe3
IUTaleHTaTa ¥ 9pe3 MIAKOTO. JIMIcBaT 1aHHM OTHOCHO eKCKpelys Ha Vaxzevria B MIIIKOTO.



6. OAPMAINIEBTNYHU JAHHU
6.1 CnuceK HAa NIOMOIIHHUTE BelIeCTBa

L-xuctuanu

L-XUCTHUINHOB XUAPOXIOPUI MOHOXHUAPAT
Marse3neB XJIOpU XeKCaXUIpaT
[Momucopobar 80 (E 433)

Eranon

3axaposa

Hatpues xmopun

Junatpues exerar (auxumapar)

Bona 3a umkekuu

6.2 HecbBMeCTHMOCTH

To3u nexapcTBeH NpOAYKT He TpsiOBa Ja ce CMecBa ¢ APYTH JIEKAPCTBEHH MTPOAYKTH WIIH J1a Ce
paspexna.

6.3 Cpoxk Ha rogHoct

HeorBopeH durakod

6 Mecena npu cbxpanerue B xnaauiaHuk (2°C — 8°C)

CHG)_IHaTa I/IH(bOpMaLII/ISI € IMpeAHa3Ha4YCHa Aa HaCOYU MCAULMHCKUTEC CICIUAJIMCTU CaMO B cnyqaﬁ Ha
HCIIPESABUACHN BPEMCHHU TCMIICPATYPHU OTKIIOHCHHA. ToBa He ca MMPCIOPBHUYUTCIIHU yCJIOBUA 3a
CbXpPAaHCHHUC UJIK TPAHCIIOPT.

CpoOKbT Ha TOJTHOCT Ha HEOTBOPEHHUTE (hIIAKOHU BKIIFOYBA CIICTHUTE HENPEIBUICHN OTKIIOHSHUS TIPH
cbxpanenune B xianmiauk (2°C no 8°C) 3a equHUYEH MEPHOJ OT:

- 12 gaca no 30°C

- 72 gaca go -3°C

HeotBopenute ¢iaakonu TpsiOBa BUHArU Aa ObAAT BpBILAHM 33 ChbXpaHEeHUe B XIaamiHuK (2°C mo
8°C) cnen TeMIiepaTypHHU OTKIOHEHUS.

Bb3nukBanero Ha TEMIICPATYPHU OTKIIOHCHHA IIPU HECOTBOPCHU (bJ'IaKOHI/I HC OKa3Ba BJIUAHHUC BBPXY
CbXPAaHCHHUCTO Ha (l)J'IaKOHI/ITe CJICA IbpPBOHAYAJIHO OTBAPAHEC (H’BpBOHa‘{aJ'IHO HpO6I/IBaHe Ha (I)J'IaKOHa).

OtBOpeH (u1akoH

XumuyHa 1 (pu3ndHa CTAOMITHOCT B IEPHO/Ia Ha U3IOJI3BaHE € I0Ka3aHa 3a 6 yaca mpu ChXpaHEHUE Ha
temneparypu 10 30°C u 3a 48 gaca npu cexpanenue B xinaaunHuk (2°C — 8°C). Cnen ToBa (hrIakoHBT
TpsOBa 1a ce u3xBbpiu. He To BphIaiiTe B XJIaJUITHAKA CIIE]l CbXPaHEHUE U3BBH HETO.

OcBeH ToBa, OTBOPEH (JIAKOH MOXKe Aa ce chXpaHsaBa B xnaguiHuk (2°C — 8°C) makcumainHo 48 yaca,
aKo ce BpblIa B XJaJWIHUKA BeJHAara cje]] BCIKO IPOOHBaHE.

Or MI/IKp06I/IOHOI‘I/I‘IHa TjIeiHa TO4YKa CJICO IbpBOHAYAIHO OTBAPAHC BaKCUHATA TpH6Ba Ja CC€ MU3II0JI3Ba
He3a0aBHO. AKO BAKCHHATA HE CE M3II0JI3Ba BCAHara, icpuoAbT HAa U3MOJI3BAHC U YCJIOBUATA 3a
CbXpaHCHHUC NTpCan yHOTpe6a Ca OTTOBOPHOCT Ha 1'[0Tpe6HTeJ'I$I.

6.4 CrnenuajaHu ycJI0BHS Ha CbXpPaHeHHUe

Ha ce cpxpansBa B xmaamiHUK (2°C — 8°C).
Jla He ce 3ampa3sBa.



C’LXpaHHBaﬁTG (bHaKOHI/ITe B KaPTOHCHATA OIIaKOBKa, 3a J1a CC€ NPCAINa3daT OT CBCTJIIMHA.

3a ycIoBUsTa HA ChXPaHEHUE CJIe/ IbPBOHAYATIHO OTBApsIHE HA JICKAPCTBEHUS MPOIYKT BUKTE
TOuKa 6.3.

6.5 Bwuau cbabp:kaHMe HA OIAKOBKATA

MHoro10308 (hJ1aKkoH

8-00306 ¢raxon

4 ml cycniensus B 8-1030B (akoH (Ipo3padHo cTbkiIo TUM ) cbe 3amymianka (oT eractoMep ¢
alryMrHHeBa o0KkaTka). Beexku ¢dumakon cpabpxa 8 no3u no 0,5 ml. Onakosku ot 10 MHOT01030BH
¢nakona.

10-00306 gpraxon

5 ml cycnensus B 10-10308B ¢akoH (mpo3payHo cTHKIO TUH 1) cbe 3amymanka (0T enactomep ¢
alryMrHHeBa oOKkaTka). Beexu diakoH cpabspxa 10 mo3u no 0,5 ml. OnakoBku ot 10 MHOr0m030BH
¢nakona.

He Bcuuky BUoBe OMaKOBKH MOrat Aa ObAaT IyCHATH Ha ma3apa.

6.6 CrnenuajaHu NpeINna3sHu MePKHU IPH U3XBbPJIsiIHE H padoTa

Vkazanusg 3a pa60Ta 1 NPpUITOKCHHUC

Ta3u BakcuHa TpH6Ba Ja C€ MPUJIOXKHU OT MCAUIMHCKU CIICHIUATIUCT, KaTO U310JI3BA dCCIITUIHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUIIHOCTTA HAa BCAKaA 103a.

He u3non3paiite Ta3u BakcHHA cJeq CpoKa Ha TOAHOCT, oTOeNsI3aH BBPXY €THUKETA CJICT ,,FO)_IeH ).IO“.
CpOK’BT Ha TOAHOCT OTTOBApA HA MOCJICAHNA ACH OT IMMOCOYCHU MCCCLI.

HeoTtBopenusaT MHOr01030B (yiakoH TpsiOBa Aa ce chxpaHsaBa B xyuaawiHuk (2°C — 8°C). [la He ce
3aMpassBa.

C’LXpaHHBaﬁTG (bHaKOHI/ITe B KaPTOHCHATA OIIaKOBKa, 34 1a C€ NPCANas3siaT OT CBCTIMHA.

[Ipenu npunokeHue BakcuHaTta TpsiOBa 1a ce MPOBEPH BU3YalTHO 3a HAJIMYKME Ha BUAMMHU YaCTULHU U
MpoMsiHa Ha [[BeTa. Vaxzevria e Oe31BeTHa 0 O6aenokadssa, OucTpa 10 NOIyHpo3padHa CyCIICH3HsL.
UzxBoprere ¢pnakoHa, ako CyCHeH3MATa € C IPOMEHEH LIBST WM ce HaOyogaBaT BUIMMH yacTiuy. He
pasknamaiire. He paspexnaiite cycneH3usra.

Bakcunara He Tpsi0Ba a ce cMecBa B ChIIaTa CIIPUHIOBKA C IPYTU BAaKCHHU HJIH JIEKAPCTBEHH
MPOAYKTH.

Kpr’LT Ha BaKCHHaIus C Vaxzevria ce CbCTOU OT JABC OTACIHU OO3H I10 0,5 ml BcsKa. BTopaTa J03a
TpH6Ba Ja CC MPUJIOKHU MCKIAY 4ul2 CCaAMUILIM CJICA ITbpBaTa A034a. HnuaTa, KOHMTO Ca NOJIyYHJIn
mbpBaTa 1034 Vaxzevria TpH6Ba Ja moJry4daT BTOpaTa A034a OT ChIllaTa BaKCHUHA, 3a 1a CC 3aBbPIIN
KypChT Ha BaKCUHAIIUA.

Besixa J03a BaKCHUHAa OT 0,5 ml ce u3Terns B CIIPUHIIOBKA 3a MHXKCKTUPAHC, 3a 1da CC IPHUIIOXKHU
HUHTPAMYCKYJIHO, 3a IIPCANNOYUTAHC B ACITOUAHUA MYCKYJ B TOpHATa 4aCT HAa pbKaTa. Korato e
BB3MOXHO, HM3II0JI3BalTE HOBA UIJIA 3a MPUIIOKCHUC.

HopmanHo e na ocTane TedHOCT BB (hIaKOHA CIie/ U3TETIISTHE Ha MOCIIeHAaTa 103a. BB Bcekn
(haKoH € BKITIOYEH M3JHIIBK, 32 JIa Ce TapaHTHpa, Y€ Morar Ja ObJaT T0CTaBeHU 8 103U ((IIakoH OT
4 ml) umu 10 mo3m (daaxon ot 5 ml) ot 0,5 ml. He o0enuHsBaliTe M3MUIIBIUTE OT BAKCHHATA OT
pasnuuHu ¢uiakoHu. M3XBBpIieTe HEN3MOI3BaHaTa BAKCHHA.
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Ot MoMeHTa Ha oTBapsiHE Ha (h1akoHa (TbpPBOHAYAIHO NPOOUBAHE C UTJIaTa) U3MONI3BANTE B PAMKHUTE
Ha 6 Jaca npu cbxpaHenue Ha Temmeparypu 10 30°C. Crnex ToBa GakoHBT TpsiOBa 1a ce U3XBBPIIH.
He ro Bpsbimaiite B xnagunnuka. OCBEH TOBa, OTBOPEH (IAKOH MOXKE Jja C€ ChbXPaHABA B XJIAIHIHUK
(2°C — 8°C) makcumaiHo 48 "aca, ako ce Bp’bIlla B XJIaJIMTHUKA BETHATA CJIE]] BCSIKO MPOOUBAHE.

UsxBbpasiHe

Hewusnomn3Banarta BakcuHa WK OTHAIBUYHUTE MaTEPUANIN OT Hesl TPSIOBaA Aa ce U3XBBPIAT B

CHOTBETCTBHE C MECTHUTE yKa3aHMA 3a (apManeBTHUHH oTnanbiy. [Ipu eBeHTyanHo pa3nuBaHe

MSICTOTO TpsiOBa /1a ce Ae3uH(EKINpa, KaTO C€ U3IOJI3BAT CPEJICTBA C BUPYLUAHA aKTUBHOCT CPELILy

a/ICHOBUPYCH.

7. IIPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

AstraZeneca AB

SE-151 85 Sodertélje

IBsernns

8. HOMEP(A) HA PASPELHHIEHHUETO 3A YIIOTPEBA

EU/1/21/1529/001 10 mHOrO1030BM (prakoHa (8 1031 Ha (IIAKOH)

EU/1/21/1529/002 10 maOrO1030BM (rakona (10 1o3u Ha (aakoH)

9. JATA HA ITBbPBO PA3SPEINABAHE/TIOAHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Jara Ha mepBO paspemasane: 29 suyapu 2021 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Monpo6Ha nH(OpMAaIUs 32 TO3M JIEKapCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcalita Ha EBponeiickara
areHIus 10 JIeKapcTBaTa http://www.ema.europa.eu



http://www.ema.europa.eu/

MHNPUJIOXKEHMUE 11

MMPON3BOAUTEJI(M) HA BUOJOTNMYHO AKTUBHOTOMTE)
BEIIECTBO(A) U ITPOU3BOJUTEJI(M), OTTOBOPEH(HN) 3A
OCBOBO/XKJIABAHE HA ITAPTUIN

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U
YIHOTPEBA

APYI'UN YCJIIOBUA U UBUCKBAHMUS HA PASPEIIEHUETO 3A
YIOTPEBA

YCJIOBUA NI OTPAHUYEHUS 3A BE3OITACHA "
EDPEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT

KOHKPETHO 3AABJIKEHUE 3A UBITbJIHEHUE HA MEPKHN
CJEJ PASPEIITABAHE 3A YIIOTPEBA IOl YCJIOBHUE



A. TIPOU3BOIUTEJIM) HA BUOJIOIT'NYHO AKTUBHOTOMTE) BEHIECTBO(A) 1
MMPON3BOAUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOKIABAHE HA ITAPTUIN

Hme n aJpcC Ha HDOI/I3BO,Z[I/IT6J'I$I( I/ITG) Ha OMOJOTMYHO AaKTUBHOTO BCIICCTBO

Henogen S.A.

Rue de la Marlette 14
7180 Seneffe

benrns

Catalent Maryland, Inc
7555 Harmans Road
Harmans, MD 21077
CopequHeH! aTh

Oxford Biomedica (UK) Limited
Unit A

Plot 7000

Alec Issigonis Way

Oxford OX4 2ZY

OOGenHEHO KpasCTBO

Halix B.V.
Tinbergenweg 1
2333 BB Leiden
Hunepnanous

SK Bioscience Co Limited (No. 97)
150, Saneopdanji-gil, Pungsan-eup
Andong-si, Gyeongsangbuk-do
Peny6nuka Kopes

WuXi Biologics Co., Ltd
108 Meiliang Road
Mashan

Binhu District

WuXi

Jiangsu 214092

Kurait

HmMe u afipec Ha npousBoauTessi(MTe), OTTOBOPEH(HN) 38 OCBOOOXKIaBaHE HA HAPTUIUTE

AstraZeneca Nijmegen B.V.

Lagelandseweg 78

Nijmegen, 6545CG

Hunepnanous

b. YCJOBUSA NN OT'PAHUYEHMUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUSAT MPOAYKT C€ OTIIYCKa IO JIEKAPCKO MPEANUCAHHUE.

. Odunuanno ocBodoKIaBaHe HA MAPTHIAN

Cowraacuo ui. 114 ot dupexkrusa 2001/83/EO odunmanHoTo ocBoOOXK1aBaHE Ha MAPTHIUTE CE
W3BBPLIBA OT AbPKaBHA J1a00PaTOPHsl WM J1a00paTOPHsl, ONpeeieHa 3a Ta3H 1edl.



B. JAPYI'N YCJIOBUSA N U3UCKBAHUSA HA PASPEILIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3upanu aqokjaaau 3a 6esonacuoct (ITAJIB)

W3uckBanusra 3a nogasane Ha [TAJIb 3a To3u nekapcTBEH NPOAYKT ca MOCOYEHH B CIIUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD crucek), mpensuaen B wi. 1078, air. 7 ot
HupexruBa 2001/83/EO, 1 BbB BCHUKH ClIeABAIIN aKTyaJIM3all1, ITyOIUKYBaHH Ha €BPONEHCKUS
yeOmnopTaJ 3a JeKapcTBa.

[Iputexatenst Ha paspewenuero 3a ynorpeda (IIPY) Tps6sa na nogane nppus ITAZIB 3a To3n
MPOAYKT B CPOK OT 6 Mecela Clie/l pa3peraBaHeTo 3a ynorpeoa.

r. YcdiaoBusi HJiM OTPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TPOAYKT

. IInan 3a ynpasiaenue Ha pucka (ITYP)

[IputexaTenst Ha paspemieHueTo 3a ynorpeda (IIPY) TpsOBa ga u3BbpIIBa U3UCKBAHUTE JEHHOCTH U
JeUCTBHS, CBBP3aHHU C MIPOCIICASIBAHE Ha JIEKapCTBEHATa 0€30MacHOCT, HocoYeHu B ogo0penus [1YP,
npencraBed B Moayi 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo U BbB BCHUKH CJICABALIHN 0J100pEHH
akTyanu3anuu Ha [TYP.

Axkrtyamusupan [IYP tps6Ba na ce mopasa:

e 110 ncKaHe Ha EBpormelickaTa areHus o JeKapcTBara;

e BHUHAIH, KOTaTO CE€ U3MCHS CHCTEMaTa 3a yIpaBJieHHE Ha PUCKa, OCOOCHO B pe3ynTaT Ha
MoJIy4aBaHe Ha HOBa MH(pOpMaLus, KOSTO MOXe Aa JOBEAE 10 3HAYMMHU IPOMEHH B
CHOTHOILECHHUETO TOJI3a/PHUCK, WK CIIell JOCTUTaHe Ha BayKeH eTarl (BbB Bpb3Ka C
IpocieisiBaHe Ha JISKapCTBeHATa 0e30MaCHOCT MIIM CBEXIAaHE Ha PHCKA 10 MUHUMYM).

o 3axbiKeHne 32 MPOBeEKIaHe HA MEPKH CJIe/l pa3peniaBane Ha ynorpeda

B onpenenenus cpok [IPY TpsOBa na M30bIHM CIIEAHUTE MEPKU:

Onucanune Cpox

3a 1a ce U3ACHIT Bb3MOXKHUTE MEXaHU3MU Ha aKTUBHPAHE Ha 7 vomm 2021 r.
TPOMOOIIUTHUTE CJIeN BaKCUHAIUATA U Ja C€ UICHTU(PUIIMPAT Bh3MOKHUATE
otkiouBamy akropu, [IPY TpsiOBa ga mpoBene u monazae OKOHYATEITHUS
JOKJIA]l HA HEKJIMHUYHO MPOYYBAHE 3a TECTBAHE iX Vitro eKCIpecHsTa Ha S
MpoTenHa Ha Vaxzevria.

3a ma ce rapaHTupa, Y€ BCUYKH CHOOLICHH TPOMOOTHYHH CHOUTHS C 30 HoemBpu 2023 1.
TPOMOOLIUTONICHHS W/UITH CHOUTHA Ha KbPBEHE CE POYYBAT 4pe3
W3BBPIIBaHE Ha 33bJ100YEHO H3ciIeIBaHe Ha TpoMOounTHATa PYHKIHS B
MHTEPBEHIIMOHATHOTO IPOYUYBaHE P UMYHOKOMIIPOMETUPAHU JINLA,
[IPY tpsiOBa na momazne HOKIaga 3a KIMHUYHOTO MIPOYUYBAHE B
CBHOTBETCTBHE C MPEPA3TIENaH U ChITIACYyBaH IPOTOKOJ HA MPOYYBAHETO.

A.  KOHKPETHO 3AABJI’KEHUE 3A U3ITbJIHEHUE HA MEPKH CJIE]]
PABPEIIABAHE 3A YIIOTPEBA I10J YCJIOBUE

Toga e pa3penienue 3a yrorpebda moJ1 ycjaoBue u cbriacHo wi. 14-a ot Permament (EO) Ne 726/2004 B
onpenenenus cpok [IPY TpsOBa na M3MbJIHU CIIEHUTE MEPKU:
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Onucanne

Cpok

3a Ja C€ NOTBbpAU CTaOMIHOCTTA Ha MMPOU3BOACTBCHUS MMPOLUCC HAa AKTUBHOTO
BCIICCTBO U KpaﬁHHH MMPOAYKT, 3adBUTCIIAT TpH6Ba Aa npeaoCcTaBu
AOI'BJIHUTCIIHA JAHHHW 3a CPABHUMOCT U BAJIMAUPAHC U 1a BBBCC HO,Z[O6p€HI/I
METOJH 3a aHAJINU3.

nekemspu 2021 r.
C MEXIUHHU
SKEMECEUHU
aKTyalIn3aluu
3aMoYBaIly OT
¢espyapu 2021 T.

3a JAa CC OCUT'YpHU IMOCTOSAHHO Ka4CCTBO HA NPOAYKTA, 3adBUTCIIAT Tpﬂ6Ba Ja
npeaoCTaBu JOIMBJIHUTCIIHA HH(bOpMaL[I/IH 3a CTAOMJIHOCTTA Ha aKTUBHOTO
BCIICCTBO N KpaﬁHHH MMPOAYKT, KaKTO U J1a Iperiicaa CHCL[I/I(i)I/IKaL[I/II/ITe Ha
KpaﬁHHH MPOAYKT CJIC HATPYIIBAHC HA MMO-HATATBIICH ITPOU3BOJACTBCH OIIUT.

toHn 2022 1. ¢
MEXIUHHU
SKEMECEUHU
aKTyaIn3aluu
3aIoYBaIly OT
¢espyapu 2021 T.

3a ma ce moTBBpAU euKacHOCTTa U Oe3omacHocTTa Ha Vaxzevria, [IPY tpsaosa
J1a IPEI0OCTaBU OKOHYATEIHUTE AOKIAIU OT PAHAOMU3UPAHUTE, KOHTPOIUPAHU
KIMHUYHY npoyuyBanus COVO001, COV002, COV003 n COVO005.

31 mait 2022 1.

3a fma ce moTBBpAU eUKacHOCTTA U Oe3omacHocTTa Vaxzevria, [IPY Tps6Ba na
MpPeI0CTaBU OKOHYATEIICH aHAIN3 OT COOPHUTE OCHOBHU MPOYYBaHMUSL.

OxoHuaTeNneH
cOOpeH aHaIu3:
31 mait 2022 1.

3a na ce MOTBBPAM epUKACHOCTTA U O€30IacCHOCTTa Ha Vaxzevria mpu Xopa B
CTapuecKa Bb3pacT M TaKuBa ¢ noasiesxamy 3adonssanus, [IPY tpsaosa na
MIPEIOCTaBU MPEMJIE]] U PE3IOME Ha OKOHYATEIHUS TOKIaX OT KIMHHYHOTO
npoyuBane 3a npoyusare D8110C00001.

OxoHuaTenen
CSR: 31 mapt
2024 r.




MNPUJIOKEHMUE II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA - OCEMJA0O30B ®JIAKOH, OITAKOBKA OT 10 ®JIAKOHA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

Vaxzevria THXEKIIMOHHA CyCIICH3HS
Bakcuna cpenry COVID-19 (ChAdOx1-S [pexomOnHaHTHA])

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Enna noza (0,5 ml) ceappika He O-ManKko OT 2,5 X 108 MH(GEKINO3HU STUHUIIH

AZeHOBHpYC OT IIUMITaH3€, KOAUpaL] BUpycHUs mumoB (spike) raukonporend Ha SARS-CoV-2
ChAdOx1-S

ToBa JICKApCTBO ChAbPIKA TCHCTUYIHO MO,Z[I/I(i)I/II_[I/IpaHI/I OpraHus3MHu.

‘ 3. CIIMCBK HA TIOMOIIIHUTE BEINECTBA

ITomomnu BemectBa: L-xuctuany, L-XHCTUANHOB XUAPOXIOPH MOHOXHUAPAT, MarHE3UEB XJIOPU
xekcaxuapar, nonucopodar 80 (E 433), eranon, 3axapo3a, HAaTpUEB XJIOPHI, JUHATPUEB €ACTAT
(muxumpar), BoJa 3a HHKEKITUH.

Bmxre nucToBKaTa 3a JOMBIHATETHA HHPOPMALTHSL.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmxekmuonHa cycneH3us

10 MHOTOI030BH (h1aKOHA

(8 mo3u Ha ¢uakoH - 0,5 ml Ha 7032)
4 ml

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

NHTpaMyCcKyITHO IpUIOKEHHAE

[Ipenu ynorpeba npovereTe IMCTOBKATA.

3a noBeue uHGOPMALHSI CKAaHUPAKTE TYK WM IoceTeTe www.azcovid-19.com
[Ile 6pae BrTFOUEH QR KOA

6. CIIEIUAJIHO NPEAYHPEXJIEHUE, UE TEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACHA.

‘ 7. APYI'U CIIEHUAJIHU TPEAYTIPEXIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT
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TI'omen no:

‘ 9. CIIEIIMAJIHH YCJOBUS HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIAAUJTHUK.

C’LXpaHHBaﬁTe q)HaKOHI/ITe B KaPTOHCHATA OIIaKOBKa, 3a J1da C€ NPCAIa3daT OT CBCTJIMHA.

I[a HC CC 3aMpa3ssBa. I[a HC CC pa3KJjialia.

3a I/IH(l)OpMaI_II/IH OTHOCHO CPOKa Ha TOAHOCT CJIC IbpBOHAYAJIHO OTBAPAHE U JOIIBJIHUTCIIHA
I/IH(i)OpMaLII/ISI 34 CbXPAaHCHUC BUIKTC JIMCTOBKATA.

10. CHEHOUWAJIHU INPEAITA3SHA MEPKU ITPU NU3XBBHPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JJEKAPCTBEHUTE IMPOAYKTHU NJIN OTITIAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

I[a CC U3XBBPJIM B CBOTBECTCTBHUC C MCCTHUTC YKa3aHUA 3a q)apMaLIeBTI/ILIHI/I OTIagabIIu.

11. HME U AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

AstraZeneca AB
SE-151 85 Sodertilje
IBsernns

12. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

EU/1/21/1529/001 10 mHOTO1030BU (hitakoHa (8 1031 Ha (IaKoH)

13. IMAPTHJAEH HOMEP

[TapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHUE J1a HE ce BKIOUM nHGopMmanus Ha Bpaiinoa a30yka.

‘ 17. YHHMKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKJIIOYECH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHMKAJIEH WIEHTUOPUKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMMYM JAHHH, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EAUHNYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA ®JJAKOHA - OCEMJ0O30B ®JIAKOH

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEK/IAHE

Vaxzevria WHXEKIHS
Bakcuna cpenry COVID-19 (ChAdOx1-S [pexomOuHaHTHA])

WHTpaMycKynHO NPUIIOKEHNE

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHHAPTUAEH HOMEP

Lot

5. CBbABbPKXKAHUE KATO MACA, OBEM WJIN EJUHUIIN

MHoron0308 (hnakos (8 mo3u % 0,5 ml)
4 ml

6. JIPYIO

AstraZeneca
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JAHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA - JECETJ1030B ®JIAKOH, OITAKOBKA OT 10 ®JJAKOHA

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

Vaxzevria THXEKIIMOHHA CYCIICH3HS
Bakcuna cpenry COVID-19 (ChAdOx1-S [pexomOnHaHTHA])

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Enna noza (0,5 ml) ceappika He O-MaKo OT 2,5 X 108 MH(GEKINO3HU STUHUIIH

AzeHOBHpYC OT IIUMIIaH3€, KOAUpAL] BUpyCcHUs mumoB (spike) raukonporend Ha SARS-CoV-2
ChAdOx1-S

ToBa JICKApCTBO ChAbPIKA TCHCTUIHO MO,Z[I/I(i)I/II_[I/IpaHI/I OpraHus3MHu.

‘ 3. CIIMCBK HA TIOMOIIIHUTE BEINECTBA

ITomonam BemecTBa: L-xuctuany, L-XHCTUANHOB XUAPOXIOPHU MOHOXUAPAT, MAarHE3UEB XJIOPU
xekcaxuapar, nonucop6dar 80 (E 433), erano, 3axapo3a, HATpUEB XJIOPUL, JUHATPUEB €ICTAT
(muxumpar), BoJa 3a HHKEKIUH.

Bmxre nmucToBKaTa 3a JOMBIHUTETHA HHPOPMALTHSL.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WmxexmuonHa cycnieH3us

10 MHOTO1030BH (hi1aKOHA

(10 mo3u Ha ¢axoH - 0,5 ml Ha 103a)
S ml

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

WHTpaMycKyIHO MpUI0KEHUE

[Ipenu ymorpeba mpoverere TMCTOBKATA.

3a noBeue HHGOPMALHI CKAaHUPAKTE TYK MM IoceTeTe www.azcovid-19.com
[Ile 6pae BrTFOUEH QR KOA

6. CIIEIUAJIHO NPEAYHPEXJIEHUE, UE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACHA.

‘ 7. APYI'U CIIEHUAJIHU TPEAYNIPEXIEHUSA, AKO E HEOBXOJINUMO
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8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

TI'omen no:

9. CIIEIIUAJIHH YCJIOBUS HA CbXPAHEHUE

Jla ce cbxpaHsBa B XJIaAUITHUK.

CoxpansBaiite ¢uiakoHUTE B KAPTOHEHATA OMAKOBKA, 32 Ja CE MPEANAa3siT OT CBETIHHA.

Ja He ce 3ampa3zdBa. Jla He ce paskiama.

3a uH(pOpMAaIs OTHOCHO CPOKa Ha TOIHOCT cJe]l TbPBOHAYATHO OTBApSHE U AOMBIHATEIHA
nHpOpMAaLHs 3a CbXPaHEHHUE BIKTE JIMCTOBKATA.

10. CHEHOUWAJIHHU INPEAITA3SHA MEPKU ITPU N3XBBHPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JJEKAPCTBEHUTE IMPOAYKTHU NI OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

I[a CC U3XBBPJIM B CHOTBECTCTBHUC C MCCTHUTC YKa3aHUA 3a q)apMaLIeBTI/ILIHI/I OTIagabIu.

11. HME U AAPEC HA ITIPUTEXATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

AstraZeneca AB
SE-151 85 Sodertilje
IBsernns

12. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/21/1529/002 10 muoro030BU (rakoHa (10 mo3u Ha dakoH)

13. IMMAPTHJAEH HOMEP

[TapTuna:

14. HAYMH HA OTITYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HUH®OPMAIIUA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHUE [1a HE ce BKIOUM nH(popManus Ha bpaiinosa a30yka.

17. YHHMKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mMepeH 0apKoa ¢ BKJIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHMKAJIEH WIEHTUOPUKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHNYHHU
II'bPBUYHU OITAKOBKH

ETUKET HA ®JIAKOHA - JECETJ1030B ®JIAKOH

1. NME HA JIEKAPCTBEHUS ITPOAYKT U IbT(MIIA) HA BBBEK/IAHE

Vaxzevria WHKEKIHS
Bakcuna cpenry COVID-19 (ChAdOx1-S [pexomOnHaHTHA])

WHTpamMycKyIHO NPHIIOKEHNE

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHHAPTUJAEH HOMEP<, KOJOBE HA TAPEHUETO U HA ITPOAYKTA>

Lot

5. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

Muorono3os ¢akoH (10 go3u x 0.5 ml)
5 ml

6. JPYTO

AstraZeneca

29



Bb. JUCTOBKA
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JIncroBka: nHGopManus 3a NOTPeOHTEISI

Vaxzevria HH:KeKIIHOHHA CyCIIeH3Hs
Bakcuna cpenry COVID-19 (ChAdOx1-S [pexomOnHaHTHA])
COVID-19 Vaccine (ChAdOx1-S [recombinant])

v To3u JICKApPCTBCH MPOAYKT NOMJICIKH HAa JOIIBJIHUTCIIHO Ha6J'IIO):[€HI/IG. ToBa 1€ MMO3BOJIN 6’Bp30T0
YCTaHOBsIBAHC HA HOBA I/IH(l)OpMaLII/ISI OTHOCHO Oe30omacHOCTTa. MoxeTe Aa 1aACTC CBOA IIPUHOC KATO
C’BO6H_II/ITC BCsAKaA HCXKCJIaHa PCAKIUA, KOATO CTC MOJTYUNIIA. 3a HauMHa Ha C’LO6H_IaBaHe Ha HCXCIIaHU
PCaKIMM BUKTC Kpas Ha TOUYKaA 4,

IIpoyeTeTe BHMMAaTEIHO LSLIIATA JIMCTOBKA, IpeAu Aa Bu ce npu/ioxku BakCMHATA, Thil KATO T

ChABPIKA BaxHa 32 Bac nndgopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HaJIO0XKU Aa S MPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOBIHUTEITHA BBIPOCH, TTonuTaiite Bammus nekap, gpapmarieBT uiu
MEIUIUHCKA CECTPA.

- AKO TIOTy4HTe HIKOS HEXKENaHa peakiys, yBenomMere Bamms nexap, hapManeBT wim
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKU Bb3MOXKHU HEXKEIaHU PEaKIMK, HEOTUCAHU B
Ta3¥ JUCTOBKA. BikTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

KaxBo mpencraBnsBa Vaxzevria 1 3a KaKBO CE U3IIOJI3BA

Kakso TpsiOBa na 3Haete, npenu aa Bu O0b1e moctaBena Vaxzevria
Kak ce npunara Vaxzevria

Bb3MOXXHU HEXENaHu peakluu

Kak na ce cpxpansBa Vaxzevria

CwabpprkaHre Ha OMIAKOBKATa U JIOIBIIHUTEHA HH(POpMAaUs

A

1. Kaxkso npeacraBiasBa Vaxzevria v 3a KakBo ce H3N0JI3Ba
Vaxzevria ce uznonsa 3a npeanassane or COVID-19, npuunnen ot Bupyca SARS-CoV-2.
Vaxzevria ce npuiara npu Bb3pacTHH Ha 18 1 moBeye roanHu.

Bakcunara craBa npuurHa IMyHHaTa CUCTeMa (€CTECTBEHUTE 3alllUTHY CHIIM Ha OpraHu3Ma) J1a
MIPOM3BEXK/Ia aHTUTENIA U CIISIUATU3UPAHN 0N KPBBHU KJIETKH CPEeIly BUPyca KaTo TaKka OCUTYpPsBa
3amura cpeury COVID-19. Hukost oT chCcTaBKUTE B Ta3u BakcHHA HEe Moxke na mpuurau COVID-19.

2. Kakso TpsdBa 1a 3Haete, npeau Aa Bu 0b1e nocraBena Vaxzevria

Bakcunara He TpsiOBa 1a ce mpuJiara:

- AKO cTe aJepruyHy KbM aKTUBHOTO BEILIECTBO MJIM KbM HSKOS OT OCTAHAJIUTE ChCTABKH Ha Ta3u
BakcuHa (M30poeHH B TOUKA 6).

- Axo nipu Bac e HabnronaBaHo oOpa3yBaHe Ha KPbBHU ChCHPELIU, IPUAPYKEHO ¢ HUCHK Opoil Ha
TpOMOOLUTHUTE B KPBBTA (CHHAPOM Ha TpoMO03a ¢ TPOMOOIMTOIIEHHS) CJie]l BAKCHHUPAHETO C
Vaxzevria.

- Axo nipeau Bu e mocraBsiHa AMarHo3a CHHAPOM Ha HapyIIeHa KanwispHa IPOITyCKINBOCT
(ceCcTOSIHME, MPUYMHABAIIO U3THYAHE HA TEYHOCT OT MAJIKUTE KPHbBOHOCHHU CBHIOBE).

IIpenynpesxaenust 1 NpeanasHu MEPKH
I'oBopere ¢ Bamus nexap, ¢papmaneBT Wi MEAULUHCKA cecTpa, npeau na Bu ce nmpunoxu Vaxzevria:
- AKO HSKOra CTe UMaJli TE)XKa aJlepruyHa peakLus ciel HIKOs APYyra HHKEKIMOHHA BAaKCHHA;
WM cies kato Bu e 6nia npunoskeHa Vaxzevria B MUHANOTO;
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- AKO HSKOra cTe Ipunagaiy cjel HHXEKIHS C UITIa;

- Ako nMaTte Texxka HHQeKuus ¢ Bucoka temneparypa (Haxn 38°C). Moxe obaye aa ce
BaKCHHHpATE, aKO NMaTe JIEKO MOBHUILCHA TEMIIEpaTypa WM HH(EKLIUS Ha TOPHUTE TUXATETHH
IBTUILA KaTO MPOCTYAA;

- Ako umate npo0OieM, CBbp3aH ¢ KbpBEHE WK 00pa3yBaHe Ha CHHUHH WK aKo MpHeMarte
AHTUKOATryJaHT (JIEKapCTBO MPEJOTBPATABAILO 00pa3yBaHETO HA KPBBHU ChCUPELH);

- Axo nmynHata Bu cucrema He PpyHKIMOHMpaA 0Ope (MMaTe UMyHEH Je(QHLUT) WU IpueMare
JIeKapCcTBa, KOUTO OTCIa0BaT UIMyHHATa cucTeMa (KaTo Harp. BUCOKU J03U KOPTUKOCTEPOHIH,
HUMYHOCYTIPECOPH HJIH IPOTHBOPAKOBH JIEKapCTBA);

- AKo mo-paHo, cies npuiokeHue Ha Vaxzevria, cte pa3Buiin cuuapoM Ha ['men-bape
(BpemeHHa 3ary0a Ha CETUBHOCT U CIIOCOOHOCT 3a IBM)KEHHE).

Axo He cTe CUT'YPHH JaJIM HCIIO OT TOPHUTEC CC OTHACA A0 Bac, TOBOPCTC C Bamms JICKap, (bapMaueBT
WM MCAULIMHCKA CeCTpa, NpCau Aa Bu ce MPUIIOKH BaKCHUHATA.

Kakro IIpu BCAKa BaAKCHHA, 2—,[[030BI/I$IT KypC Ha BAKCUHHPAHC C Vaxzevria MOxe Ja HEC 3allIUTH
HaIlbJIHO BCCKU, KOUTO € MOJIy4YUJI BaKCUHATaA. He ¢ u3BecTHO 32 KOJIKO JABJITO 11 6’L,I[GT6 3alllUTCHU.

Hapywenus na kpvema

MHoOTo psAKO ciel BakCHHALMS ¢ Vaxzevria ca HaOiIrogaBaHu TpoMOH B KOMOMHALIUS ¢ HUCKO HUBO
Ha TPOMOOLIUTH B KPBBTA, B HAKOH CIIy4ad ChIIPOBOACHO C KbpPBEHE. T0Ba BKIIIOUBA HAKOU TEKKH
cilyyau ¢ oOpa3yBaHe Ha TPOMOHM B pa3IMYHH WIKM HeOOM4aifHU MecTa (Hamp. MO3bK, YepBa, YepeH
npo0, Janak) U NpeKOMEPHO KPbBOCHCUPBAHE WM KbPBEHE IO LSUI0TO Tsu10. [loBedyeTo ot Te3u
Cllyyad ca Bb3HMKHAJIM B PAMKHUTE Ha ITbPBUTE TPH CEAMULIM CJIe]] BAKCUHALMATA U ca OMIM PEAUMHO
pH keHu o 60-roauniHa Be3pacT. Hikou cirydan UMaT CMBpPTEH U3XO[.

MHoro psiko € cho0IIaBaHo 32 MHOTO HUCKH HHBA HA TPOMOOIIMUTUTE B KPHBTA (MMyHHA
TPOMOOIIUTOTICHHS ), KOETO MOKe J1a ObJIe CBbP3aHO C KbPBEHE, OOMKHOBEHO Mpe3 IbPBUTE YETHUPU
CEIMHULIH CJIe]] BaKCHHALMATA ¢ Vaxzevria.

[Torppcere HE3a0aBHO MEIULIMHCKA ITOMOIL], aKO CE TIOSBH 3a1lyX, 00J1Ka B TPBIHHS KOIII, OTOK Ha
Kpak, 00JIKa B Kpaka WX YIopUTa KopeMHa O0Jka ciiell BAKCHHALMS (BIDKTE TOUKa 4).

C’LH_IO TaKa NOTbPCCTC He3a0aBHO MCIUIIMHCKA ITOMOII, aKO HAKOJIKO JHHU CJICI BaKCHUHAaIMATA
MOYYBCTBATC TCIKKO WJIN YIIOPUTO FHaBO6OJII/Ie, 3aMBIJICHO 3pCHUC, 06’BpKBaHe WJIK npyuniagably, UIn
ce MOSBAT HEOOSICHUMO KbpPBCHC WJIM KOKHU KPBbBOHACAAAHWA NI TOYKOBUIHU KPBIJIU ICTHA, U3BBH
MSACTOTO HAa MHXKCKTUPAHC (BI/I)KTG TOYKa 4)

Cunopom na HapywieHa KanuiapHa nponycKaueoCcm

CpobmaBa ce 3a MHOT'O PEAKH CIIydad Ha CHHAPOM Ha HapylleHa KanuisipHa npomnycknuBoct (CLS)
ciie BakcuHHMpane ¢ Vaxzevria. Hsxoun ot 3acernarure nauneHTu ca umanu auarsosa CLS B
muHanoto. CLS e cepro3HO, MOTEHIHATHO (PaTalHO ChCTOSHUE, IPEAN3BUKBALIO H3THYAHE HA
TEYHOCT OT MAJIKUTE KPhbBOHOCHHU ChIOBE (KaMJISIPH), KOETO BOAU A0 OBbP30 MOAyBaHE HA PBLETE U
Kpakara, BHE3aITHO HaJIaBaHe Ha TErJIo M ycellaHe 3a ¢1adocT (HUCKO KpbBHO Hajsrane). [lorspcere
He3a0aBHO MEIMIIMHCKA TIOMOILL, aKO Pa3BHETE T3 CUMIITOMHM B JIHUTE CJIC BaKCHHALIUSATA.

Heeponocuunu cvoumus

[Torppcere HE3a0aBHO MEAMLIMHCKA TTOMOLLL, aKO €€ MOSBAT CIa00CT U Mapain3a B KpalHULUTE, KOUTO
MoOrar Jia HampeaHaT KbM rbpauTe u nunero (cuaapom Ha ['mnen-bape). Tosa ce cro0maBa MHOTO
PSAKO cliesl BaKCHMHALMS ¢ Vaxzevria.

Jeua u ronoumu

Vaxzevria He ce npenopbuBa NpH Jela Ha Be3pacT nox 18 rogunu. [lonacTosmeM HiMa 10CTaTBYHO
nH(OpMaIs OTHOCHO yrnoTpebaTa Ha Vaxzevria pu Aela U 10HOIHM 1o 1 8-roaumrHa Be3pact.
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JApyru nexapcrBa u Vaxzevria
Kaxere na Bamms nekap, ¢papManeBT WM MEAULMHCKA CECTPa, aKO IpHEMaTe, HaCKOpo CTe
MpHEMaly Wi € Bb3MOKHO J]a pUeMAaTe APYTH JIEKAPCTBA UIIH BAKCHHH.

BpemenHocT H KbpMeHe

AKo cTe OpeMeHHa WM KbPMHTE, CMSTATE, Y€ MOXKe J]a CTe OpeMeHHa WM TUIaHupaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap, ¢papManeBT Wil MEAUIIMHCKA CecTpa peau 1a Oblere
BAaKCHHHpPaHH.

lodupane u padora ¢ MAalIUHU

Hskou oT HeXXenaHuTe peaknuy Ha Vaxzevria, n30poeHu B Touka 4 (Bb3MOXXHU HEXETaHHU PEaKIIHHN),
MOTaT BPEMEHHO Jia HaMaJsIT crmocoOHocTTa By 3a modupane u paboTa ¢ MamuHU. AKO Cliel
BaKCHHHPAHETO HE Ce YyBCTBATe I00pe, He ModupanTe U He paboTeTe ¢ MaluHU. V34akaiTe 10KaTo
eeKkTuTe Ha BAKCHHATA OT3BYYaT, IIPeIu Ja modupare u 1a paboTUTe ¢ MaIIUHU.

Vaxzevria cbIbp:Ka HATPHUI U AJIKOXO0JI (€TAHOJ)

ToBa siekapcTBO ChIBPKA MO-MaNKo oT 1 mmol Hatpuit (23 mg) Ha go3a 0,5 ml, T.e. MOXe Ja ce Kaxe,
4e NMPaKTUIECKU HE ChAbp>Ka HATPUH.

ToBa ekapcTBO ChIBPKA 2 mg ankoxou (eranon) B 1o3a 0,5 ml. MajakoTo KOJIMYEeCTBO aJKOX0J B
TOBa JIEKaPCTBO HAMA /14 MMA HAKAKBH 320€TICKUMH €EKTH.

3. Kak ce npniara Vaxzevria
Vaxzevria ce mpuiara kato umxekus oT 0,5 ml B Myckys (OOMKHOBEHO B TOpHATa 4acT Ha pbKaTa).

ITo BpPEMC Ha U CJIC BCAKA MHIKCKIUA C BAKCHUHATA, Bammsar JICKap, (bapMaueBT NI MCIUIIMHCKA
CeCTpa i Bu Ha6J'IIO)_IaBaT 3a OKoJIo 15 MHHYTH 3a IIPpU3HAIU Ha aJICPrudHa pCakuusi.

Bue me mosryuure 2 uH:keKkuu ¢ Vaxzevria. Bropata WHXeKI¥sI MOXKe Jia c€ TIOCTaBU MEXAy 4 1
12 cenmurtu cniex mbpBarta nrkeknus. [e Bu ce kaxe kxora TpsOBa /1a ce BEPHETE 32 BTOpaTa CU
WHKEKITUS.

Korato Vaxzevria e moctaBeHa KaTO IbpBa MHXKEKLHSL, BTOPAaTa MHXEKLIUS 32 3aBbpIIBaHE Ha
BaKCHHALIMOHHUS Kypc TpsiOBa chIo Aa Obae ¢ Vaxzevria.

AKO NponycHeTe IVIAHUPAHOTO MOCELIEHUE 32 BTOPATA CU MHKEKI U ¢ Vaxzevria

AKko cTe 3a0paBuiId 1a OTHIETE B INIAHUPAHOTO BpeMe, IOChBeTBaiiTe ce ¢ Bamms nekap, papMareBt
WM METUIMHCKA cecTpa. BaxkHO € Aa ce BpHETe 3a MOCTaBSIHE Ha BTOPA HHXKEKIHA ¢ Vaxzevria. AKO
MIPOITyCHETE MIaHNpaHa MHXKEKIUS, MOKE Ja He CTe HalbIHO 3anmTeHu cpemy COVID-19.

4. BB3MOKHN HexkeTaHH peaKIuu

Kakro Bcuuku JICKApCTBA, Ta3W BAKCUHA MOKC [a MMPCAN3BUKA HCIKCIIAHU PCAKINU, BBIIPCKU Y€ HC
BCCKH I' TIOJIy4YaBa.

B xnmmanYHATE MMpOy4YBaHUA MMOBCUCTO HCIKCIAaHU PCAKIINU Ca JICKU 10 YMCPCHO TCIKKU U OT3BYUaBaT B
PaMKHUTC Ha HAKOJKO JHU. ITo-manko HexenaHu pcaKknum ce C’LO6H_IaBaT CJICO BTOpaTa A03a.

Cres1 BAKCHHHpaHE MOXeE 12 TIOJIYYHUTE ¢THOBPEMEHHO MOBEUE OT ¢HA HeXKeNaHa peakius (HanpuMep
OOJIKM B MyCKYJIUTE/CTaBUTE, TTIABOOOJIHE, BTPUCAHE U OOIII0 HEPA3MOIOKEHHE). AKO HAKOU OT
cuMnToMuTe By mpoabmkaBat, MoJis, mochBeTBalTe ce ¢ Baius nekap, papManeBT uin MeIUIIMHCKA
cecTpa.

MHoro psiiko ce cho0I1aBa 3a 00pa3yBaHe Ha KPHBHH CHCHUPEITH, IPUAPYKEHO C HUCHK Opoii Ha
TPOMOOLIUTUTE B KPHBTA (CHHAPOM Ha TPOMOO3a C TPOMOOIIMTONICHHS ), BUJKTE TOYKA 2.
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oTbpcere He320aBHO MeAUIUMHCKA IIOMOIL, aKO B PAMKUTE Ha TPU CEAMUIIM CIIE]] BAKCUHALIUSITA
MOJIYYUTE HAKOU OT CIIEAHUTE CUMIITOMU:

- MOJTyYUTE TEKKO WIH YIIOPHUTO II1aBOOOHE, 3aMbITICHO 3peHHE, 00bPKBAHE WITH MTPHUITA I

- pa3BHeTe CUMITTOMH KaTo 3a/1yX, O0JIKa B TPBAHMS KOIII, OTOK Ha KpaK, 00JIKa B KpaKa MU
yHopHuTa KOpeMHa 00ka

- 3a0enexxuTe HeoOMYaifHU KPhBOHACSIAHUS 110 KOXKATa WJIM TOYKOBHUIHU KPBIJIM TIETHA, U3BBH
MSCTOTO HAa UHXKEKTHPAHE.

[oTbpceTe crenHa MeTUIIMHCKA MTOMOIII, aKO TIOMYYUTE CHMITOMH Ha TEXKa aJlepTUIHA PEaKIIUs.
TakuBa peaknuy MOXKe J1a BKIIOYBAT KOMOWHAIIMS Ha HAKOW OT CIICHUTE CUMITTOMH:

- MIpUMalIiBaHE WA CBETOBBPTEK

- MIPOMEHU B CHPJICYHHS PUTHM

- 3ayX

- XPHUIIOBE

- MolyBaHe Ha YCTHUTE, JIULIETO WIIH I'bPIIOTO

- YPTUKApUS WU 00pUB

- raJicHe WU MOBPBIaHe

- cToMalliHa 0oyka

CiegHnTe HesKeJIaHHM PeakMU MOsKe 12 Bb3HUKHAT cJie] NPUWJIO:KeHue Ha Vaxzevria:

MmHoro 4yectu (Moxe ia 3acerrar noseue ot 1 Ha 10 gymm)

- YyBCTBUTEIHOCT, OOJIKA, 3aTOIUISHE, ChPOEK MM 00pa3yBaHe Ha CHHIHA Ha MICTOTO Ha
IIOCTaBsIHE HAa HHKEKIIUATA

- ycelaHe 3a yMmopa HWIu ycellane 3a 00110 HepasmoIoKeHNe

- BTpHCaHE WM yCellaHe 3a MOBHIIIEHA TeMIepaTypa

- riaBoOoire

- MTO3UBH 3a MOBpHIIaHe (TajeHe)

- 00JIKa B CTaBUTE WU MYCKYJIATE

Yectu (Moxe na 3acerHar o 1 va 10 mxymm)

- OTOK WJIM 3a4epBsSBaHE Ha MSICTOTO Ha HHKEKTHUPaHE

- noBHuIIeHa Temneparypa (>38°C)

- MTOBPBIAHE WK JHAPHUS

- JIEKO U TIPEXO/THO MOHIMKEHO HUBO HA TPOMOOIIMTH B KPBBTa (JIA0OPATOPHHU U3CIICIBAHUS)

- 0o0JKa B KpaKaTa WA pPhIETe

- TPUTIOTIOA00HH CUMIITOMH, KaTO HaIp. BUCOKA TeMIIepaTypa, OOJIKH B I'bPIOTO, XpeEMa,
KallUTHIIA U BTPUCAHE

- (uznyecka cnaboCT WK JUIICa HA CHEePTHUS

Heuectn (Moxe na 3acersat no 1 Ha 100 mymm)

- CHHITUBOCT, yCeIllaHe 3a 3aMaiBaHe WU CHJIHO U3pa3eHa 0e39yBCTBEHOCT M HHEPTHOCT
- KOpeMHa 0OJIKa WITH HaMaJIeH areTUT

- yroJieMeHH JIMM(HU Bb3IH

- MIPEKOMEPHO TIOTEHE, ChPOEK MO KOKaTa, OOPUB MITH YPTUKAPHUS

- MYCKYJTHH CIIa3MH

Penxu (Moxe na 3acerHat o 1 #a 1000 mymm)
- €HOCTPAaHHO YBHCBaHE Ha JIUIETO

MHoro peaxu (Moxe na 3acernat 1o 1 Ha 10 000 gymm)

- KPBBHHU ChCUPELH, YECTO Ha HeOON4YaliH! MecTa (Hamp. MO3bK, YepBa, YepeH Apo0, JajaK) B
KOMOMHAaNUs C HUCKO HUBO Ha TPOMOOLIMTH B KPBHBTA

- CEpHO3HO Bh3MAJICHHE HA HEPBUTE, KOETO MOXE Jia JOBEAE 0 Mapain3a 1 3aTPyAHEHO IUIIaHe
(cunapom Ha ['unen-bape)

C Heu3BecTHA 4ecTOTAa (OT HATMYHUTE TAHHU HE MOXe J1a ObJic HallpaBeHa OIICHKa)
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- TeXKa anepruuHa peakuus (aHapuIakcus)

- CBPBXUYBCTBUTEIHOCT

- OBp30 0O0pa3yBaHe Ha OTOK I0J] KOXKaTa B 00JIaCTH KaTo JHULETO, YCTHUTE, yCTaTa 1 I'bPJIOTO
(kK0eTo MOXe A3 IPUUMHH 3aTPYAHEHO I'bJITAHE WU JUILIAHE)

- CHHJIPOM Ha HapylleHa KalMIsipHA MPOIMYCKINBOCT (ChbCTOSHUE, IPUUMHSIBAILO H3THYAHE HA
TEYHOCT OT MAJKHUTE KPbBOHOCHH ChI0BE)

- MHOT'0 HUCKH HHBA Ha TPOMOOLIMUTHTE B KPBBTA (MMYHHA TPOMOOLUTOIICHHS), KOETO MOXKE J1a
Obae CBBP3aHO C KbpBEHE (BXK. Touka 2, Hapymenus Ha KpbBTa)

Crol11aBaHe HA HesKeJIAHU PeaKluu

AKO MOJIy4HTe HAKAKBH HeKeJIaHH JIeKAPCTBeHU peakuuu, yBeaomere Bammus jexap,
(apManeBT MM MeIMIIMHCKA cecTpa. ToBa BKIIOUYBAa BCHUKU Bb3MOXKHU HEOIIUCAHU B Ta3U
JIMCTOBKA HEXXEJIaHU peakuu. MoskeTe ChIIO 1a ChOOIINTE HEXKENaH! PEaKiy IUPEKTHO Ype3
HallMOHAJHATa CUCTEeMa 3a choOmaBane, mocoueHa B [punoxenue V. Kato cpoliiaBare Hexenanu
peakuuu, MOKeTe Aa AafieTe CBOS MPHHOC 3a MOJIyYyaBaHe Ha MoBeye HHPOPMAIsl OTHOCHO
0e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBare Vaxzevria
Jla ce cbxpaHsABa Ha MsCTO, HEJOCTBITHO 3a Jela.

Bammsar JICKap, q)apMaI_ICBT WM MCAUIMHCKA CECTpa Ca OTTOBOPHU 3a CbXPAHABAHCTO U 34
MPAaBUJIIHOTO U3XBBPIIAHC HAa HCU3IIOJI3BAHUA IIPOAYKT. CJ'IG,I[HaTa HH(i)OpMaI_II/IH OTHOCHO
CbXPAaHCHUECTO, CPOKA HA TOAHOCT, yHOTpe6aTa n pa60TaTa C BAKCHHATAa, KaKTO U U3XBBPJIAHETO €
npeaHasHavuCHa 3a MCAUIHUHCKHU CIICHHUAJIMCTHU.

He m3non3BaiiTe Ta3u BakCHHA ClIe]] CPOKa HA TOJHOCT, OTOEISA3aH BhPXY €THKeTa cles ,,[ ofeH 10:*
umi “EXP”. CpoKbT Ha TOTHOCT OTTOBapsl HA MOCJIEIHUS JEH OT IOCOUYCHUS MECEIl.

Ha ce cpxpansBa B xmagmiHuK (2°C — 8°C).
Jla He ce 3ampassiBa.
CwxpansBaiite GrakoHUTE B KapTOHEHATa OMAKOBKa, 3a Ja Ce TPEAIAa3saT OT CBETIHNHA.

Ot MoMeHTa Ha oTBapsiHE Ha (h1akoHa (TbPBOHAYAIHO NPOOUBAHE C UTJIaTa) U3MON3BANTE B PAMKHUTE
Ha 6 Jaca npu cbxpanenue Ha Temmeparypu 10 30°C. Crex ToBa GakoHBT TpsiOBa 1a ce U3XBBPIIH.
He ro Bpspiuaiite B xnaguinuka. OCBEH TOBa, OTBOPEH (IAKOH MOXKE Jja C€ ChbXPaHABA B XJIAIHIHUK
(2°C — 8°C) makcumaiHo 48 "aca, ako ce Bp’bIlla B XJIaJIMTHUKA BETHATA CJIE]] BCSIKO MPOOUBAHE.

Uzxebpnere ¢akoHa, ako CyCHEH3HATA € C IPOMEHEH LIBSIT WM ce HaOioaaBat yactuiy. He
pasKiamamnTe.

6. ChbabpikaHue HA OIIAKOBKATA M JOINBJIHUTEIHA HHpopManms

KakBo cpabp:ka Vaxzevria

Enna noza (0,5 ml) ceabpixka:

AZeHOBHpYC OT IIUMIIaH3€, KOAUpal] BUpycHus mumoB (spike) raukonporend Ha SARS-CoV-2
ChAdOx1-S", e mo-manko ot 2,5 x 108 WH(DEKIINO3HU SIUHUIIH.

“TIpoussejieH B TeHETHYHO MOAUGDUIMPAHH YOBEIIKU eMOpuoHanuu 6x6peunyu (human embrionic
kidney, HEK) 293 knetku upe3 pexomOunantaa JJHK TexHonorus.

To3u npoayKT chabpka TeHeTHYHO Moauduuupanu opranusmu (I'MO).
Jpyrute nomolHy BemecTsa ca L-xuctuaus, L-XUCTHIMHOB XUAPOXJIOPU MOHOXHUIPAT, MarHe3UeB
xnopun xekcaxuzapart, noimucopdat 80 (E 433), 3axaposa, tuHaTpueB egeraT (IMXUIpar), BOAa 3a

WHXKEKLUH (BIKTE ToUKa 2 “Vaxzevria chabpKa HATPUHA U alKoXou”).
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Kak m3riie:kna Vaxzevria 1 KakBo CbIbpPiKa ONIAKOBKATA
NmxexnmonHa cycnensus (nmxeknusi). Cycriensusra e Oe3nBeTHa 1o OnemokadsBa, Ouctpa 10
MOJTyTIpO3payHa.

Bunose onakoBku:

- 8-1030B MHOT071030B (hi1akoH (4 ml) cbe 3amymanka (0T eracToMep, ¢ aTyMUHHEBa OOKaTKa) B
omnakoBka 1o 10 ¢nakona. Beeku iaakoH chabspxa 8 no3u no 0,5 ml.

- 10-1030B MHOT0/1030B (utakoH (5 ml) cke 3amymianka (0T enacToMep, ¢ aTyMHHAEBa 00KaTKa) B
onakoBka 1o 10 ¢mnakona. Beexu ¢nakon cpabpxa 10 goszu no 0,5 ml.

He Bcuuky BUoBe ONakOBKM MOrat Aa ObAaT IMyCHATH Ha Ma3apa.

IIpuTesxkaTes Ha pa3pelIeHNETO 32 yOTpeda
AstraZeneca AB

SE-151 85 Sodertilje

IBenms

IIpounsBoauTen
AstraZeneca Nijmegen B.V.
Lagelandseweg 78
Nijmegen, 6545CG
Hunepnanous

3a JOIIBJIHUTCIIHA I/IHq)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIsA, CBbPIKCTC CC C JIOKAJTHUSA
MNPEACTABUTCII HA MPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

AstraZeneca S.A./N.V. UAB AstraZeneca Lietuva

Tel: +32 2 808 53 06 Tel: +370 5 2141423

Bbarapus Luxembourg/Luxemburg

Acrtpa3eneka bwarapus EOO/] AstraZeneca S.A./N.V.

Tem.: +359 (2) 90 60 798 Tél/Tel: +352 2 7863166

Ceska republika Magyarorszag

AstraZeneca Czech Republic s.r.o. AstraZeneca Kft.

Tel: +420 228 882 054 Tel.: +36 80 180 007

Danmark Malta

AstraZeneca A/S Associated Drug Co. Ltd

TIf: +45 89 87 04 78 Tel: +356 2277 8134

Deutschland Nederland

AstraZeneca GmbH AstraZeneca BV

Tel: 0800 22 88 660 (gebiihrenfrei) Tel: 0800 70 11 (gratis)
+31 79 363 2222

Eesti Norge

AstraZeneca AstraZeneca AS

Tel: +372 6549 600 TIf: +47 23 96 23 13

E)AGda Osterreich

AstraZeneca A.E. AstraZeneca Osterreich GmbH

TnA: +30 211 1983792 Tel: +43 1711310
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Espaiia
AstraZeneca Farmacéutica Spain, S.A.
Tel: +34 93 220 20 14

France
AstraZeneca
Tél: 0 800 08 92 44 (numéro vert)

Hrvatska
AstraZeneca d.o.o.
Tel: +385 1 4628 000

Ireland
AstraZeneca Pharmaceuticals (Ireland) DAC
Tel: 1800 812456 (toll free)

Island
Vistor hf.
Simi: +354 519 3643

Italia
AstraZeneca S.p.A.
Tel: +39 02 9801 4221

Kvnpog
Aréktop Qappokeutiky Atd
TnA: +357 22090050

Latvija
SIA AstraZeneca Latvija
Tel: +371 68688132

Polska
AstraZeneca Pharma Poland Sp. z o.0.
Tel.: +48 22 104 60 80

Portugal
AstraZeneca Produtos Farmacéuticos, Lda.
Tel: +351 30 880 17 68

Romania
AstraZeneca Pharma SRL
Tel: +40 31 630 03 18

Slovenija
AstraZeneca UK Limited
Tel: +386 1 60 03 197

Slovenska republika
AstraZeneca AB, o0.z.
Tel: +421 2 3321 5491

Suomi/Finland
AstraZeneca Oy
Puh/Tel: +358 94 24 55072

Sverige
AstraZeneca AB
Tel: +46 3 130 11 892

United Kingdom (Northern Ireland)
AstraZeneca UK Ltd
Tel: +44 8000 541 028

IlaTa Ha MOCJIECAHO Mpepasrje;KaaHe Ha JUCTOBKaTa

ToBa siekapcTBO € pa3pelieHo 3a ynorpeda o T. Hap. CXeMa ,,pazpeiaBane nox yciosue™. Tosa
03HauaBa, ye 3a JIGKAPCTBOTO CE€ OYAKBAT AOIBIHUTEIHHU JaHHHU.

EBpomnelickaTa areHuus 1o JiekapcTBara e H3BbPILIBA MPerie] Ha HoBaTa HH(QOpManus 3a JEKapCTBOTO
MTOHE BEJHBK FOJUIITHO U Ta3H JIUCTOBKA CHOTBETHO IIE CE aKTyaJIN3Hpa.

JApyru n3rouHuny Ha mHGpopmanus

Ckanupaiite QR xoga ¢ MOOMIIHO YCTPOMCTBO, 32 12 TIOIyYUTE Ta3u HHPOPMALH HA Pa3JIMYHU

€3UIIU.

www.azcovid-19.com

Honpo6Ha PIH(l)OpMaL[I/Iﬂ 3a TOBa JICKApCTBO € MMPEAOCTABCHA HA ye6ca1}'ITa Ha EBpOHeﬁCKaTa arcHuus

10 JIeKapcTBaTa: http://www.ema.europa.eu


http://www.ema.europa.eu/

Tasu nucroBka e HanuyHa Ha Bcuuku e3uy Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus mo
JIeKapcTBara.

ITocouenara no-noxy uHpopManys € NpeaHa3HaueHa caMo 32 MeIUIMHCKHU CIelUaINCTH:
3a cpxpaHeHHe U U3XBBPIIsIHE, BIDKTE Touka 5 “Kak na cpxpansBate Vaxzevria”.
pocaenumoct

3a Ja Cce HO,Z[O6pI/I mpocJICANMOCTTA Ha OHOJIOTUYHUTE JICKApCTBCHU IMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUSA IPOAYKT TpSI6Ba SICHO Ja CC 3aI1rcCBar.

Yxka3zanus 3a padoTa M NPUJIOKEHHE

Ta3u BakcuHa TpH6Ba Ja €€ NPUJIOXKHU OT MCAUIMHCKU CTICTIUAJIUCT KAaTO CC U3IOJI3Ba ACCIITUYHA
TCXHHUKA, 3a [1a CC rapaHTUpa CTCPUIHOCTTA Ha BCAKa 1034a.

[Ipenu npunoxeHne BakcuHaTta TpsiOBa 1a ce MPOBEPH BU3YalTHO 3a HAJIMYKME Ha BUAMMHU YaCTULHU U
MpoMsiHA Ha [[BeTa. Vaxzevria e Oe3nBeTHa 0 6aenokadssa, OucTpa 10 NOIyHnpo3padHa CyCleH3HsL.
UzxBbprete ¢pnakona, ako CyCIeH3HATa € C IPOMEHEH LIBST WK ce HalmoaaBat BUAIMMH dactuuy. He
pasknamaiite. He paspexnaiite cycneH3usTa.

Bakcunara He Tpsi0Ba 1a ce cMecBa B ChlIaTa CIIPUHIIOBKA C JPYTH BAKCHHU WJIH JIEKAPCTBEHH
MPOAYKTH.

KypchT Ha BakcuHUpaHe ¢ Vaxzevria ce ¢hCTOU OT Be oTaenHu A03u 1o 0,5 ml Bcsika. Bropara mo3a
TpsOBa Ja ce MPUJIoKH Mexay 4 1 12 cemMuIiy cien mppBaTa 1o3a. Jlnmara, KOUTo ca MOoTyIriIu
mbpBara J03a Vaxzevria TpsOBa a mojydaT BTOpaTa /1032 OT ChIl[aTa BAKCHHA, 3a JIa CE 3aBbPIIH
KypChT Ha BaKCHHAITHSI.

Bceska J03a OT 0,5 ml OT BaKCHHATA C€ U3TEIIIA B CIIPUHIIOBKA, 3a a CC IMPUJIOKU UHTPAMYCKYJIHO, 3a
MNPCATTIOYNUTAHEC B ACITONIAHNA MYCKYJI B TOpHATa 4aCT HA pbKaTa. Koraro ¢ BB3MOXHO, H3II0JI3BaNUTE
HOBAa HIJIa 3a IMPUII0XKCHHUC.

HopmanHo e na octane TedHOCT BB ()IaKOHA CIIe U3TETIISTHE Ha MOCIIeHAaTa 103a. BB Bcekn
(h1aKoH € BKITIOYEH M3JHIIBK, 32 JIa Ce TapaHTHpa, Y€ MOTaT aa ObJaT MocTaBeHu 8 no3u ((1akoH OT
4 ml) umu 10 mo3u (aaxon ot 5 ml) ot 0,5 ml. He o0enuHsBaliTe M3MTUIIBIUTE OT BAKCHHATA OT
pasnuuHu ¢uiakoHu. M3XBBpIieTe Hen3MoI3BaHaTa BaKCHHA.

UsxBbpasiHe
Bcesika Hensmon3BaHa BaKCHHA WITH OTIIAIhUSH MaTepHal TpsOBa Ja ce U3XBBPIIAT B ChOTBETCTBHE C

MCCTHUTC YKa3aHUA 3a q)apMaLIeBTI/ILIHI/I OTIagabIu. HpI/I CBCHTYAJIHO pa3JIMBaHC TpHGBa Ja ce
z[eslle(beKqua, KaTO CC M3MOJI3BAT CPCACTBA C BUPYLUAHA AKTUBHOCT CPCILY aICHOBUPYCHU.
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